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MATERIALS LICENSE Am:ndmsnt No.19 g

~

s E
g Pursuant to the Atomic Energy Act of 1934, as amended, the Energy Reorganization Act of 1974 (Public Law 93-438), and Title 10. Code of g
g Federal Regulations. Chapter I, Parts 30. 31. 32, 33. 34,35,36. 39. 40, and 70, and in reliance on statements and representations heretofore made g

' by the licensee, a license is hereby issued authorizing the licensee to receive, acquire. possess, and transfer byproduct, source. and special nuclear -

material designated below; to use such material for the purpose (s) and at the place (s) designated below; to deliver or transfer such material to
persons authorized to receive it in accordance with the regulations of the applicable Part(s). This license shall be deemed to contain the conditions 3

'

k_ 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 2
s Nuclear Regulatory Commission now or hereafter in effeet and to any conditions specified below. $

bOcWdO
W Licensee in accordance with letter dated 6
5 April 1,1997 N<
N I Trinity Health System 3. License Number 34-06578-02 is amended in N

Trinity West D/B/A its entirety to read as follows:

9
Trinity Medical Center West g2 4000 Johnson Road July 31,2000g 4. Expiration Date g,

9 Steubenville, OH 43952 x* g
g f Dockelo' * 030-02760/030-07576 g"

Reference No.Gg g
3 6. Ilyproduct. Source and/or 7. Chemical and/or Physical , 8. Maximum Amount that Licensee g
p Special Nuclear Material Form

.
May Possess at Any One Time g; : Under This License, g.

.
-

N Q '
-

s d
'

'

> ; n
'

A.3. , As needed
,

g A. Any byproduct material fA. .Any gj g,., .

' 4(Identified in 10'CFR-. radiopharmaceutidalsg identified in 10 CFR - g.
p 35.100

.'. - n 35.100 - :N m % .' O
. 7 (|' '

'
-,.

) g,-t, % e4 nv 31,am ,

, ,

B. Any byproduct material 8. .Any
.

B. _ As needed+g g
g identified in 10 CFR- t f radiopharmaceutical . ". g
3 35.200 = identified in'10 CFR g
g 35.200 (excluding-

, g
g ,9, xenon-133) 4 A g
g 4 f() g
W C. Any byproduct material C. Any e C. As needed g,

s identified in 10 CFR - aadiopharmaceutibal g
W 35.300 identified in:10 CFR 4

4

9 35.300 W
E i
5 D. Any byproduct material D. Any brachytherapy D. As needed N
E identified in 10 CFR source identified in 10 8
8

~ 35.400 CFR 35.400 N

l e
'

E. Uranium depleted in E. Cadium plated metal E. As needed N

t) |Uranium-235'

| 8
e

.
i
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License WuPu4 gg
34-06578-02 gy

g i e MATERIALS LICENSE Docket or Reference Number I
' '

| SUPPL.EMENTARY SHEET 030-02760/030-07576 g

Amendment No.19'

N F

I .

I

I E

I k
9. Authorized Use:y g

I L

tI .

|| A. ' Medical use described in 10 CFR 35.100. >

b I

I B .' Medical use described in 10 CFR 35.200 (e::cluding xenon-133). I

I E

tI C, o Medical use described in 10 CFR 35.300.,

b+3 L h g[4 x
'#'I , . p jVi\ C i

II D. Medical use described in 10 CFRA5!400.
I y

II E. Shielding in a linear accelerator at Trinity Medical Center East,380, Summit Avenue, Steubenville,
N Ohio. V. k
I - *'d In .

EN CONDITIONS ,n / 4
i.A,b'N $k,/

< " ' <

Locations of Use: [ Trinity Medical Center West;'4000[ Johnson Road, Stedbenville, Ohio and(. _ . . ,,

10. -

gy
(Trinity Medical Center Ease,'380 Sur6mlCAvenue, Steubenville, Ohio. gg

Radiation Safety OffiNe'ri 0ViIl'ia?h Nunter Vaugha}nfM.D. / ,@ g

"
Ai k k ikh } }A g

'

g i

g 11. A. w g4 qqpmge M fr rg

y B. Assistant Radiation Safety Officer:, Ronald I,. ,Ve'atch, M.D." d |
%.g JV N

I 12. Authorized Users: (O k.
i!:

| }95h
p <.) G%. g

( $
'

% /+ p\ Q A 4,h Q l| V
I A. William Hunter Vaughan, M.D., foImatenalin 10tFR 35.10Qand 35.200 (excluding I
I *(/ xenorY133)'. ,Q I
I \4 I

I B. Ronald I. Veatch, M.D., for ~mbterial in 10 CFR 35,100, 35.200 (excluding xenon-133) I
and'3'5.300. %e pY Il

,

| C. Conrad S. Revak, M.D., for materialin 10 CFR 35.100,35.200 (excluding xenon-133) I
'

and 35.300.y

I r >

D. Ma sliall S. Carlin, D.O., for materialin 10 CFR 35.100, 35.200 (excludir.g xenon-133) g .g
'

p and 35.300. g

I l-

I I
I I

I rs

/- g g

I L

I L

. D., y
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34-06578-02 g
s

y

g MATE!!!ALS LICENSE Docket or Reference Number [

g SUPPLEMENTARY SHCET 030-02760/030-07576 r ,

f,Amendment No.19
'

1 E.

I I
1 t

| 12. Authorized Users (Continued) (
^

1 I i,

l I !
'

i E. Heung Joon Yoo, M.D., for materialin 10 CFR 35.100 and 35.200 (excluding xenon-133). T

I i
1 F. Mark G. Trombetta, M.D., for materialin 10 CFR 35.400. |
1 |-

'

1 G. Gerald R. Medwick, D.O., for material in 10;CFRs35.400. l'r
,

1 C, % 3 fl C (j / f f -

John A. Hyland, M.D, for*rna"t6rialin 10 CFR 35.400[*,& .
L

|
1 H.

%) (1 T
I

1. James M. Hughes, M.D., for materialin 10 CFR 35.400. I.

1 x 0 r
,

J. Tarit K. Dutta, M.d., for material in 10 CFR 35.400. -7%1 I
t / / / I1

i
4 3 1 p_ ,. e-p A g

K. Marcel M. Szal,'M.S., for mater'ialin 10_CFR 35.4 tfor survey instrument calibration only,
i i-

3 [ .d i [O .1 ,d.j (i
'

g |

1
L. Frank P. Ottino, M.S., for ma erial in 10 CF 35. , for survey instrument calibration only. g

'

j

: .1,, t+'%. , 2% . I A "
;a tI

<
- .s. , -m ~

Rajiv Shingal,g'h.D.,.forpaterialin 10 CFR 35.400(for survey instrument calibration only.j M. L
V & , W bT[[lN | *:.I'$ ? t1

1 N. Tony G. Combine, M.S.pjor materialin 10 C R 35.400,jor survegnstrument calibration t

' onl ~ k iW W $J 'te" f :'y., f. I n Q _ ' 6- . L& krb? .%*
>

1 \.s )'
D L

y . % ,p3y & W,

I O. David Wonderly,.M.S., f6r material in 10 CFR 35.400, for survefinstrument calibration L
'

tu\ n'Qf)?a> .vy g+ 'p **I 'Ysj , g

In addition to the possessiod)mits in item 8, the licensee shallifurther restrict the possession of F1 13.
licensed material to quantities belokthe minimum limit *specifIed in 10 CFR 30.35(d) for I

establishing decommissioning finaricial%ssurgcef( '7' f
.

14. The licensee is authorized to transport licensed material only in accordance with the provisions of f10 CFR Part 71, " Packaging and Transportation of Radioactive Material."
g
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' License NumTsr g

Pt.GE oF - PAGES t-

g
34-06578 02y 4 ,

p - MATERIALS LICENSE nockei or nererence Number r
| SUPPLEMENTARY SHEET 030-02760/030-07576 g

I iAmendment No.19I i4

I B

1 t
I t

'

< 1 I
15. This license is based on the licensee's statements and representations listed below: gy

I I
g A. ' Application dated April 11,1990; and k

I I
| B. Letters dated April 16,1991, June 18,1991, May 23,1996, October 4,1996, October 9, 1

I 1996 and April 1,1997 (excluding the Quality Management Program).' L
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!.m : INFORMATION FROM LTS
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l :
1

i License Feo~Managenent Branch, ARM : Progran Code: 02120 '

I and i Status Code: 0 j.O a,, ion,i tic n,ing Sections ree Categorus 7C -

'

Exp. Date: 20000731 i

: Fee Comments: 1

' " ' " " ' ' a ^ " " F" * ii 8 ' ~ 8 ~ ~ ~ ~ ~ ~ ~ ~ ~ l0 :::::::::::::::::::::::::::::::::::::

LICENSE FEE TRANSMITTAL
-.
' A. REGION

1. APPLICATION ATTACHED

0 Applicant / Licensee: TRINITY HEALTH SYSTEMS
Received Date: 970403
Docket Not 3002760
Control No. 302500

. License No.: 34-06578-02-

-
'

Action Type: Amendment G

Mddl.XA/F02. FEE ATTACHED
/

0 ^aouat' ="
Check No.: __| :~~:~ ) () / cf f f - Q .--

.r -,

| 3. COMMENTS

sipn,o..A.,,fg%.fz+/.........;O 0
,4. .,. -/ ..'......... .,,, ,

khis |.o
y y. ....

Q B. LICENSE FEE MANAGEMENT BRANCH (Check ik 6 i ;n e ed __/) $
h___..,___,(,,___,,______________,,___1. Fee Category and Anounts .

O 2. Correct Fee Paid. [ Application nay be processed fortAmendment ~~~~- -------
Reneust
License ":::~~ :::~~,

O 3. OTHER .. ___.. __ ______________________

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

oafe :..::::/.y'.fz:::::::::::::::
|

0
-Log __AfL.E_32_ ----

sommor ______ __ __-_----

O Check No. _ . __________--_
APR 2 51997 Amount __ ,.___________

roe category _
O TypnetFee ___

___________

_______-

oxe cnw nw _

$_Z____-
_-____-

J a'e p\eted _ /
Sy. __________. ...____-
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380Swnmit Avemw
Strubenville,0hio 43952

HEALTH 5Y$ TEM

April 1,1997

Charles Gill
U.S.N.R.C.
Region til
801 Warrenville Road
Lisle, IL 60532-4351

Re: Control Numbers: 301966 & 301967

Mr. Gill,

This correspondence is writter. in response to your request for additional information dated j
iMarch 6,1997. All of the requested information is listed below. All responses are numbered

to correspond with the noted request. |

1. Authorized Materials, Uses, and Places of Use.

a. Depleted Uranium
1

We confirm our request for the use of Uranium depleted in Uranium-235 as !
Cadmium plated metal, as needed, for use as shielding in a linear accelerator at |

the Trinity Medical Center East facility located at 380 Summit Avenue,
Stubenville, Ohio. This material will remain in exactly the same location |
including the room number and location within the room as represented in i

correspondence with the NRC regarding past authorizations for license number

nW
The Linear Accelerator Manufacturer is Varian Oncolony Systems.

The . Linear Accelerator Model Number is Clinac 6/100.

Information regarding the type, dimension, thickness, and weight of the !

depleted Uranium shielding is attached. RECEIVED
The linear Accelerator is registered with the State of Ohio. APR 0 31997

The Accelerator room diagram is attached. REGION III

AFR 0 3 W
+v"^ J o 15IB Oc
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" TRINITY IIEALTH SYSTEM - t

RE: CONTROL NUMBERS 301966 & 301%7 ;
APRIL 1,1997 : PAGE.:2 j

;
.

b. . Material Identified in 10 CFR 31.11 i
;4 .

We ' confirm that the materials identified above are or were used only under a .j
general license. (Total possession quantities not to exceed 200uCi. total for. ;

iodine 125, iodine 131, selenium-75 and iron 159 at any one time). '.
e c. Carbon 14

,

1
l

- Carbon 14 is not now in use; We also confirm that Carbon 14 was used 'only in..
' quantities requiring a general license. t

.

'

d. Molybdenum-99 Generator Depleted Uranium Shielding ;

We confirm that we do not request the use of depleted uranium in generator j'

shielding. Please delete License Condition No.13. I
i

- e. Material Identified in 10-CFR 35.400

j: We confirm that we request full authorization for the use of 10 CFR 35.400
materials for brachytherapy at both the Trinity East and Trinity West locations.-

Trinity West currently has had no brachytherapy use or possession. In the past,

; Trinity East possessed and used 1-125 Seeds. These seeds were stored in the
Nuclear Medicine Department Hot Lab (a restricted' area)for > 10 half-livesi

4 until decayed to background, surveyed and disposed. Currently, no I-125 seeds

t are possessed. We do not request that the Hot Lab be released for unrestricted
' use therefor, no close-out survey was performed. !

i f. Material Identified in 10 CFR 35.100, 35.200, and 35.300 )
!
I

We confirm that we are requesting full authorization for materials identified in.

10 CFR 35.100 and 35.300 at both the East and West location. It has been
. decided that no Xenon-133 will be used at either location therefor, we are .-

requesting authorization for materials identified in 10 CFR 25.200 excluding - !
Xenon-133. We confirm that we are requesting authorization for the use of |

,
. aerosols and generators. I

~ 2. ; Facility Diagrams..

. Facility diagrams for all restricted areas are attached.'

;<

;-
. .

.

-|, ,We confirm that surveys have been taken of all areas surrounding the restricted
|

4
<

J- -

'

-:. . . ^
"

. .,. - , ,. +.
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TRJNITY HEALTH SYSTEM-
RE: CONTROL NUMBERS 301%6 & 301967_

. APRIL 1,1997 PAGE: 3'

areas to assure that no individual members of the public will receive doses .in
excess of those specified in 10 CFR 20.1301.

3.. - Survey Meter Calibrations

The name of the current instrument calibration facility is R.U.F. License No.
34-26693-01.

4. Radiation Safety Committee

Radiation Safety Program Manager and Site Representatives ( by position title)
who are members of the Radiation Safety Committee:

a. Director of Radiology - Radiation Safety Program Manager
b. Site Representative Trinity East

Site Representative Trinity Westc.

We confirm that the Radiation Safety Committee Membership will include the
following:

Radiation Safety Officer - W. Hunter Vaughan, M.D. (or in his
absence, Ronald I Veatch, M.D., assistant

RSO)
Member of Administration - David Arnold (or equivalent title)
Director of Radiology - Radiation Safety Program Manager
Nursing Representative - Trinity East (RN)
Nursing Representative - Trinity West (RN)
Site Radiation Safety Representative Trinity East
Site Radiation Safety Representative Trinity West
Authorized user for materials identified in 35.100 & 25.200 -

W. Hunter Vaughn, M.D. ( or equivalent
35.100 & 35.200 authorized user)

Author zed user for material identified in 35.300 -
Ronald I Veatch, M.D. (or equivalent
35.300 authorized user)

Authorized user for material identified in 35.400 -
Mark G. Trombetta,.M.D. ( or equivalent
35.400 authorized user)

~ 5. Laboratory Instructions

Attachment No 14 has been corrected to read "Do not use the dosage if it is
n3 ore than 10 percent off from ne prescribed dosage, except for prescribed '

.
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1 TRINITY HEALTH SYSTEM i
. RE: CONTROL NUMBERS 301966 & 301%7 t

L APRIL-1,1997 : PAGE .4 ;

. .

!,
-

dosages who's activity'is less than 10 uCi." A corrected Attachment No.' 10.4. |;
"

; . is attached. 3

6. -Area Survey Procedures j

~

--We confirm that we will commit to Regulatory . Guide 10.8 Appendix N for ]
area survey procedures.

,

i

1

a

- _7. Spilled Gas Clearance Times {
q,

~

We do not request the use of Xenon-133 at either location. I
i

,

. We'w31 use only single use devices for aerosol studies and collect spent )
aerosols in a shielded trap thus, in accordance with _ Regulatory Guide 10.8 |

'

Appendix 0 Item'10.13.2, monitoring of the trap effluent is not . required. ]
)

We will not directly vent spent aerosols to the atmosphere therefore in 1.

acc6rdance with Regulatory Guide 10.8 Appendix 0, no effluent estimation is !

necessary.
e

8. Radiopharmaceutical Therapy
'

a. Bioassay Program

Thyroid bioassay is to be performed on any individual who administers or helps
administer an iodine-131 therapy dose with an activity greater than 30
millicurie. Bioassays will be performed between 6 and 72 hours post exposure.

Procedurg

!.

'l. A microcurie size I-131 capsule (10-20uCi) should be used to determine I

a calibration factor. If liquid I-131 is used for therapy, the residual
activity can be used for determining a calibration factor.-~

.

2. Place I-131 capsule in thyroid phantom. Set parameters to detect Iodine-
' 131. Count capsule for two minutes at the face of the~collimator. From
this count and assay from the dose calibrator, determine efficiency.

,

-

factor. !, _

1.

'efficiency Factor * Activity of source (uCi) x (2.2 x 106 dom /uCi)',

net CPM of source'

e.
,

I4 s

,, 3 : -|
=

k|
, . y,

-

,_ . , , , ,,
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TRINITY HEALTH SYSTEM j
'

RE: CONTROL' NUMBERS 301%6 & 301967
. APRIL 1,1997 PAGE . 5..

i
'

3. Count individual's thyroid on same parameters as Step #2. Count for !

two minutes. Place knee area in front of probe and count for two ,

minutes. Subtract knee count from thyroid count in order to determine j
' net thyroid count. Document thyroid count in cpm. ;

i

- 4. Multiply thyroid count (cpm) by calibration factor (uCi/ cpm) in order to - ;

I determine thyroid exposure. !
;'

IuCi in thyroid = net CPM of thyroid x efficiency factor -.

2.2 x 10' DPM/uCi ;

l

5. If thyroid exposure is greater than .04 uCi, an investigation should be i

initiated by the RSO as to the cause of the exposure. A repeat thyroid i+'

bioassay should be done within two weeks of the previous measurement. j
Note Change:

The evaluation level for bioassays as described in Regulatory Guide 8.9
(NRC) is 0.133 uCi (2% of the annual limits on intake, ALI). The
investigational level as described in the same document is 0.665 uCi-

(10% of the ALI). These values are based upon an ALI value of 50 uCi,
and a thyroid intake retention factor (IRF) for I-131 at 24 hrs of 0.133
(NUREG 4884).

The instruments used for bioassays are as follows:

| East Unit - Capintec S/N 20163-1
West Unit - AtomLab - 930 S/N 1282005

: Efficiency Evahtations on both units are attached. ;
i

Action levels ( 0.04 uCi.) and actions are noted above. !

b. The useful range of the pocket dosimeter ( model number 415-A) is 1 mR -
9999 mR. ->

|
:

We confirm that the pocket dosimeter will be calibrated annually by our survey |
meter calibration company.in accordance 10 CFR 20.2106 (b). j.

We confirm that records of individual monitoring results for individuals for
whom monitoring was required pursuant to 20.1502 and records of doses

E received during planned special exposures, accidents, and emergency conditions !

will be kept in accordance with 10 CFR 20.1206.
,

i
i

1i ,
.it,

_ . n. _.._.-- _ , ,_ _ ,_. .;_ . . . _ -.
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| TRINITY HEALTH SYSTEMs

~

RE: CONTROL NUMBERS 301966 & 301%7
APRIL 1,1997 PAGE' 6

- .We| confirm that dosimeter exposures will be recorded after a nurse exits the
patient's room.

9. - Brachytherapy

a. We confirm that we will commit to Regulatory Guide.10.8 Revision 2
Appendix Q for Radiation Safety during Implant Procedures.

b. . We confirm that all personnel caring for patient:i undergoing implant therapy,
will be instructed in accordance with 10 CFR 35.410.

c. ' The useful range of the pocket dosimeter is ( model number 415-A) is 1 mR -
9999 mR

We confirm that the pocket dosimeter will be calibrated annually by our survey
meter calibration company in accordance 10 CFR 20.2106 (b).

We confirm that records of individual monitoring results for individuals for
whom monitoring was required pursuant to 20.1502 and records of doses
received during planned special exposures, accidents, and emergency conditions
will be kept in accordance with 10 CFR 20.1206.

We confirm that dosimeter exposures will be recorded after a' nurse exits the
patient's room.

d. We confirm that we will commit to Regulatory Guide 10.8 Revision 2
.

j

!Appendix M.4 for maintaining implant source accountability. Exhibit 15 or a
similar form will be used for documentation.

-We confirm that ekhibit 20 of Regulatory Guide 10.8 Revision 2 or similare.
'

form will be used to document implant therapies.

c A sample Written Directive is attached. These records will be kept for NRC
review for a minimum of 3 years following treatment.

,

j2 ,

i

,['

-

J'
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TRINITY HEALTH SYSTEM |
'

RE: CONTROL NUMBERS 301966 & 301967
APRIL 1,1997 PAGE 7

f. NURSING INSTRUCTIONS FOR PATIENTS TREATED WITH
TEMPORARY IMPLANT SOURCES

Patient Name: Patient Number:

. Attending: Phone: Pager: _ Patient Room:

jDose: mci of as individual sources was loaded on' - - .

.I
l

am :

Sources will be removed at approximately : om on - - .

i

RADIATION EXPOSURE RATES !

mR/hrmR/hr; roomUnrestricted areas: door- mR/hr; room --

Patient supine in bed or |

1 m from
Date Time Bedside patient Door

am
: om mR/hr mR/hr mR/hr mR/hr- -

!

Release certification: Patient may not be released from the hospital until the following certification is
signed and dated by the RSO or the attending physician. l

I have removed and counted individual sources from this patient. A low-range GM suivey of the
patient failed to indicate any remaining sources in the patient. i

Signature Date j

|

|
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oTRINITY HEALTH SYSTEM I
'

RE: CONTROL NUMBERS 301966 & 301%7, 5"~'

z APRIL 1; 1997. . PAGE _ 8- |, 1

o
g. We confirm that we will commit to: ,

M.4 Keepine an Inventory ofImolant Sources '

q

. MODEL PROCEDURE-

y

1. Use a locking instahd cabinet or safe to store all implant I

sources. .

.

2. Make a list of names of those individuals you allow to handle .
implant sources and have them initial beside their names. ,

'

.

# 3. For long-lived sources, draw a map of the storage drawer and .j
indicate the activity of the source at each storage point. For
short-lived sources that you store in the manufacturer's shipping

- "

3o

container, indicate the area in the safe where you put the j4

container. Also, be sure to add the sources to the inventory log.-

4. Post the map and the list ofindividuals whom you permit to 1
1-

handle the sources in the storage area or on the inventory log. ]

5. Each time you remove a source, make a record of the number
and activity of sources removed, the room munber of use or ;-

. patient's name, and the time and date they were removed from
storage; initial the record.

.I
3,

6. . Each time you retum sources to storage, immediately count them i

to ensure that every source removed has been returned. Then
make a record of the number and activity of sources returned, q

the room number of use or patient's name, and the time and 4v ;
'

they were returned to storage; initial the record.

17. If you ever perceive a discrepancy between the record and the
- number of sources in use and in storage, notify the .RSO

.

.immediately. ,

;
,

- Exhibit 21 of Regulatory Guide 10.8 Revision 2.
.

|We confirm that we will modify our Cs-137 implant source log to mimic -*y 1

.h. : A diagram of the implant source storage area including radiation safety.,

"
equipment is attached.

~

,

i

< .. . .i. ; ;. -
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3 . . , .

We confirm that the brachytherapy source' storage room will remain locked at;L'

'. all times.
,
'

p

The following individuals will have access to the keys to the room: 1

- 1. Any authorized user for materials in 10 CFR 35.400.
2. Any Physicist listed as an authorized user on the materials license.

|j. cA standard commercially available portable source transport safe with at least
one inch of lead shielding will be used to transport sources from' the' storage

~ room to the area of use.

k'. L All personnel handling brachytherapy sources will wear TLD finger dosimeters.

^

We confirm that inventories will be performed in accordance with 10 CFR1.

35.59(g)and(h).

m. We confirm that all brachytherapy bed linens will be checked with a radiation 1

survey meter before being removed from the patient's room to assure that no !

~ dislodged sources are removed,

n. A standard commercially available source safe including front lead glass L will
be used. Example 3M safe model 6624 with four inches oflead shielding
and an L' shield one and three quarters inches lead or equivalent. !

We confirm that stainless steal remote handling tongs will be used to handle
sources.

o.- Victoreen Panaramic Survey Meter'

See attached equipment list.

1
!

1

I
i

I n

1
;

7

- ' " - 'U- - ,r. <,.y.. . ~ , . , , . _ ., , . , , , _ ., .,.,,p
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10. - Quality Management Program for both Trinity East and West: )
i

QUALITY MANAGEMENT PROGRAM -|
1

POLICIES AND PROCEDURES FOR DIAGNOSTIC AND THERAPEUTIC
RADIOPIIARMACEUTICAL USES j

~

i,

1. A written directive must be prepared prior to the administration of any therapeutic
dosage of a radiopharmaceutical or any dosage of quantities greater than 30 uCi of !

either sodium iodide I-125 or I-131. Each written directive will be issued as an order j
for a specific patient, dated and signed prior to an administration by an authorized user
or a physician under the supervision of an authorized user. The written directive for j

sodium iodide I-125 or I-131 will include the dosage to be administered. The written ;

directive for all other therapeutic radiopharmaceuticals will include the dosage to be |
'

administered, the radiopharmaceutical to be administered, and the route of |
administration, j

>

Procedures for oral directive or revisions to written directive are as follows.

If, because of the patient's medical condition, a delay in order to provide a
written revision to an existing written directive would jeopardize the patient's j

health, an oral revision to an existing written directive will be acceptable, |
' '

provided that the oral revision is documented immediately in the patient's
record and revised written directive is dated and signed by the authorized user
or physician under the supervision of an authorized user within 48 hours of the i

oral revision.

Also, a written revision to an existing written directive may be made for any
' diagnostic or therapeutic procedure provided that the revision is dated and
signed by an authorized user or physician under the supervision of an
authorized user prior to the administration of the radiopharmaceutical dosage.

If, because of the emergent nature of the patient's medical cor.dition, a delay in
order to provide a written directive would jeopardize the patient's health, an
oral directive will be acceptable, provided that the information contained in the

: oral directive is documented immediately in the patient's record and a written
directive is prepared within 24 hours of the oral directive.

' 2. Before administering a radiopharmaceutical dosage, the licensed user or designee will
verify by more than one method the identity of the patient as the individual named in
the written directive. The procedure used to identify the patient will be to ask the
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patient's name and confirm the name and at least one of the following by comparison
with corresponding information in the patient's record: birth date, address, social
security number, signature, the name on the patient's ID bracelet or hospital ID card,
or the name on the patient's medical insurance card.

3. The licensed user or designee will verify, before administering the
|radiopharmaceutical, that the specific details of the administration are in accordance

with the written directive. The radiopharmaceutical, dosage, and route of
administration will be confirmed by the person administering the radiopharmaceutical '

to verify agreement with the written directive. For photon emitting
radiopharmaceuticals, the dosage will be measured in the dose calibrator and the
results compared with the prescribed dosage in the written directive. For pure beta j

'

cmitters, the manufacturer's assay of the radiopharmaceutical, as well as any
1

calculations to correct for decay and volume, will be compared with the prescribed
dosage in the written directive or the dosage will be measured in the dose calibrator :

using a setting and/or correction factor previously determined. )

4. The 'icensed user will direct all workers to seek guidance if they do not understand
how to carry out the written directive. That is, workers will ask for clarification if
they have any questions about what to do or how it should be done rather than
cont;nuing a procedure when there is any doubt.

5. The authorized user or a qualified person under the supervision of an authorized user
(e.g., a nuclear medicine physician, physicist, or technologist), after administering a
radiopharmaceutical, will make, date, and sign or initial a written record that
documents the adainisiered dosage in an auditable form.

6. Should an unintended deviation from a written directive he identified, it shall be I

brought to the attention of the Radiation Safety Officer. The RSO will have the
deviation investigated, will evaluate the need for corrective action and shall cause such
corrective action to be implemented.

7. Upon discovery of a recordable event, the RSO will have the event evaluated by
assembling the relevant facts including the cause. The RSO will identify what, if any,
corrective actions are required to prevent recurrence and will retain a record, in an
auditable form, for three years, of the relevant facts and what corrective action, if any,
was taken. The above action will be performed within 30 days after discovery of the
recordable event.

8. Reviews of the radiopharmaceutical QM program will be performed at intervals not to
exceed twelve months. The review will include a representative sample of patient
administrations, all recordable events, and all misadministrations for the previous 12
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1

months (or last review). Patient cases will be selected at random to eliminate any bias I

in the sampling procedure. The number of patient cases to be sampled will be based i
on the principles of statistical acceptance using acceptance sampling tables of |
10CFR32.110, assuming an error rate (Lot Tolerance Percent Defective) of 10 percent. )
(See table.) For each patient case, a comparison will be made between what was |

administered versus what was prescribed in the written directive, relative to !

radiopharmaceutical dosage and route of administration. Program reviews will be j

documented and distributed to all appropriate management and departments. j

Lot Tolerance Percent Defective Lot Tolerance Percent Defective
10.0 Percent: 5 Percent: j,.

Lot Size Sample Acceptance Lot Size Sample Acceptance

Size Number Size Number

i to 20 All 0 I to 30 All 0 |

21 to 50 17 0 31 to 50 30 0

Si to 100 20 0 51 to 100 37 0

101 to 200 22 0 101 to 200 40 0

201 to 800 23 0 201 to 300 43 0

801 to 100,000 39 1 301 to 400 44 0

401 to 2,000 45 0

2001 to 100,000 75 1

Should either a misadministration or a recordable event be uncovered during a review
of the QMP, the number of cases sampled will be increased to those indicued by using
the acceptance sampling table of 10CFR32.110 for a Lot Tolerance Percent Defective
rate of 5%.

Each review of the QMP will be evaluated to determine the effectiveness of the
program. Should the number of deviations discovered in the review not exceed the
appropriate Acceptance Number specified by the Lot Tolerance Percent Defective7
table, the program will be considered effective. Should the number of deviations
exceed the appropriate Acceptance Number, the program may be ineffective. In this
case, the RSO shall make such modifications as necessary to meet the objectives of the
program as defined in 10CFR35.32(a).

I
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9. Modifications to the QMP may be made to increase the program's efDeiency provided !

the program's effectiveness is not decreased. The modiDed program will be submitted
to the NRC Regional OfDee within 30 days after the modification is made. I

10. Written records of each administered radiopharmaceutical dosage and each written
directive will be maintained for three years. Records of each QMP review and
evaluation will be maintained for three years.

11. The radiation safety training program has been modified to include instruction in the
Quality Management Program. !

!
!

QUALITY MANAGEMENT PROGRAM
|

POLICIES AND PROCEDURES FOR BRACHYTHERAPY
(Excluding high dose-rate remote afterloading brachytherapy)

1. A written directive must be prepared prior to the administration of any brachytherapy
treatment. Each written directive will be issued as an order for a specific patient,
dated and signed by an authorized user or a physician under the supervision of an
authorized user. The written directive will include the radioisotope, number of sources
and source strengths. After implantation but prior to the completion of the procedure, 1

the authorized user will amend the written directive to add the radioisotope, treatment
'

site, total source strength, and total exposure time (or, equivalently, the total dose).

IProcedures for oral directives and revisions to written directives are as follows:

If, because of the patient's medical condition, a delay in order to provide a written
revision to an existing written directive would jeopardize the patient's health, an oral
revision to an existing written directive will be acceptable, provided that the oral ,

revision is documented immediately in the patient's record and revised written
directive is dated and signed by the authorized user within 48 hours of the oral
revision.

Also, a written revision to an existing written directive may be made for this
therapeutic procedure provided that the revision is dated and signed by an authorized
user prior to the administration of the brachytherapy dose.

i

If, because of the emergent nature of the patient's medical condition, a delay in order

I
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to provide a written directive would jeopardize the patient's health, an oral directive I;

will be acceptable, provided that the information contained in the oral directive is , |
'

documented immediately in the patient's record and a written directive is prepared
- within 24 hours of the oral directive.

i

j 2. ~ Before administering a brachytherapy dose, the licensed user or designee will verify by
more than one method the identity of the patient as the individual named in the written ;

directive. The procedure used to identify the patient will be to ask the patient's name
,

and confirm the name and at least one of the following by comparison with the
corresponding information in the patient's record: birth date, address, social security
number, signature, the name on the patient's ID bracelet or hospital ID card, the name j,

of the patient's medical insurance card, or the photograph of the patient's face.

i
. 3. The person administering the brachytherapy treatment will verify, before administering

the brachytherapy treatment, that the specific details of the brachytherapy
administration are in accordance with the written directive and plan of treatment. In
particular, the radioisotope, number of sources, source strengths, treatment site, loading
sequence and total dose will be confirmed to verify agreement with the written

j. directive and plan of treatment.

4. The licensed user will direct all workers to seek guidance if they do not understand
how to carry out the written directive. Workers will ask if they have any questions
about what to do or how it should be done rather than continuing a procedure when j

there is any doubt. j

!

5. An authorized user or a qualified person under the supervision of an authorized user ]
(e.g., a radiation therapy physicist, oncology physician, dosimetrist, or radiation
therapy technologist) will verify that the radioisotope, number of sources, source
strengths, and, if applicable, loading sequence of the sources to be used are in
agreement with the written directive and plan of treatment before implanting the

! radioactive sealed sources.

Verification methods, such as checking the serial number of the sealed sources behind I'

an appropriate shield, using a radiation detector, using a dose calibrator, using color- ;
.

e coded.' sealed sources, or using clearly marked storage locations, i.e., one location for j
each source strength will be used. In the case ofIr-192, the sources are usually in

.,

- color coded strands for identification purpcoes. If not color-coded, the different- |

strength sources are in different lead containers. In these cases, the activity of the !
sources will be based on the manufacturer's calibration, subject to accounting for

- decay.

. 6. For temporary brachytherapy implants, the licensed user or designee will use

1

9

|
'

.
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lj radiographs or other comparable images (e.g. computerized tomography) of
_

. brachytherapy radioactive sources or nonradioactive " dummy" sources in place as the. .

basis for verifying the positi_on of the sources and calculating the exposure time (or,
equivalently, the total dose). Whenever possible, nonradioactive " dummy" sources will
be used before inserting the radioactive sources (e.g., cesium-137 sealed sources used
for intracavitary applications). However, in brachytherapy procedures requiring the

_

use of various fixed geometry applicators (e.g., appliances or templates) radiographs or
other comparable images will not be necessary provided the position of the sources is -

known prior to inserting the radioactive sources and calculating the exposure time (or,
, ,'

equivalently, the total dose).

.

7. For permanent brachythemr implants, the licensed user or designee will use
'

radiographs or other comparable images (e.g., computerized tomography) of '

't brachytherapy radioactive sources in place as the basis for verifying the position of the
^

sources and calculating the total dose, if applicable, aRer inserting the sources (e.g.,'

iodine-125 sealed sources used for interstitial applications). However, in ,

brachytherapy procedures requiring the use of various fixed geometry applicators (e.g.,
templates) radiographs or other comparable images will not be necessary. ;

'

8. ARer administering a brachytherapy treatment using a temporary implant, the l
,

authorized user or a qualified individua! under the supervision of an authorized user
(e.g., an oncology physician, radiation therapy physicist, dosimetrist, or radiation

* therapy technologist) will promptly make a written record of the treatment. The
record will include the radioisotope, the treatment site. the actual loading sequence (the
strength of each source and its location in its applicator), and the total exposure time
or the total dose. The individual will sign or initial the record. The record will be
maintained in an auditable form.

,

9. After administering a brachytherapy treatment using a permanent implant, the
authorized user or a qualified individual under the supervision of an authorized user
(e.g., an oncology physician, radiation therapy physicist, dosimetrist, or radiation
therapy technologist) will promptly make a written record of the treatment. The
record will include the radioisotope, the treatment site, the actual number of sources

[ implanted, the strength of each source, and the total dose. Tlic individual will sign or
.

~'

initial the record. The record will be maintained in an auditable form.

10. The licensed user or designee will check the dose calculations before the total.

prescribed brachytherapy dose has been administered. Whenever possible, an
authorized user or a qualified person under the supervision of an authorized user (e.g.,
a radiation therapy physicist, oncology physician, dosimetrist, or radiation therapy4

technologist), who did not make the original calculation will check the dose
~

"

calculations. Manual dose calculations will be checked for:'

.

v

i

., . . . - - . . - _. , . . , . . . , _ .
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Arithmetic errors,*

Appropriate transfer of data from the written' directive, plan of treatment, tables
' ' *

and graphs, :c
' '

Appropriate use of nomograms (when applicable), and*
,

Appropriate use of all pertinent data in the calculations. ;*

Computer-generated dose calculations will be checked by examining the computer ,

printout to verify that the correct data for the patient were used in the calculations
(eig., position of the applicator or sealed sources, rumber of sources, total source . '

strength, or source loading sequence). Alternativeis . the brachytherapy dose will be
manually calculated to a single key point and the results compared to the computer- !
generated dose calculations. When the manual dose calculations are performed using
computer-generated outputs (or vice versa), particular emphasis will be placed on
verifying the correct output from one type of calculation (e.g., computer) to be used asr

an input in another type of calculation (e.g., manual).
|

11. If the authorized user determines that delaying treatment in order to perform the I

checks of dose calculations would jeopardize the patient's health because of the
emergent nature of the patient's medical condition, the checks of the calculations will
be performed within two working days of completion of the brachytherapy treatment.

12. Acceptance testing by a qualified person (e.g., a teletherapy physicist) will be
performed on each treatment planning or dose calculating computer program used for
brachytherapy dose calculations. Acceptance testing will be performed before the first

,.

use of a treatment planning or dose calculating computer program for brachytherapy
dose calculations. The licensee will assess each treatment planning or dose calculating i

computer program based on specific needs and applications.
.

13. Should an unintended deviation from a written directive be identified, it shall be
brought to the attention of the Radiation Safety Officer. The RSO will have the
deviation investigated, will evaluate the need for corrective action and shall cause such

,

corrective action to be implemented. |
!

| 14. Upon discovery of a recordable event, the RSO will have the event evaluated by !

assembling the relevant facts including the cause. The RSO will identify what, if any, I

corrective actions are required to prevent recurrence and will retain a record, in an ;
,

. auditable form, for three years, of the relevant facts and what corrective action, if any, j

was taken. . The above action will be performed within 30 days after discovery of the'

recordable event.

15. Reviews of the brachytherapy QM program will be performed at intervals not to
exceed 12 months. '.The review will include a representative sample of patient !

!

i
,

e
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administrations, all recordable events and all misadministrations for the previous 12
, months (or last review). Patient cases will be selected at random to eliminate any bias

'

in the sampling procedure.

The number of patient cases to be sampled will be based on the principles of statistical
acceptance using acceptance sampling tables of 10CFR32.110, assuming an error rate
(lot tolerance percent defective) of 10 percent. (See table) For each patient case, a
comparison will be made, prior to implantation between what was administered versus
what was prescribed in the written directive relative to the radioisotope, number of-
sources and source strengths; and after implantation but prior to completion of the
procedure: the radioisotope, treatment site and total source strength and exposure time
(or, equivalently, total dose). Program reviews will be documented and distributed to
all appropriate management and departments.

Lot Tolerance Percent Defective Lot Tolerance Percent Defective
10.0 Percent: 5 Percent:

Lot Size Sample Acceptance Lot Size Sample Acceptance

Size Number - Size Number

I to 20 All 0 1 to 30 All 0

21 to 50 17 0 31 to S0 30 0>

l
'

. 51 to 100 20 0 Si to 100 37 0
'

101 to 200 22 0 101 to 200 40 0

201 to 800 23 0 201 to 300 43 0

[ 801 to 100,000 39 1 301 to 400 44 0

401 to 2,000 45 0 |
2001 to 100,000 75 1

' Should either a misadministration or a recordable event be uncovered during a review
of the QMP, the number of cases sampled will be increased to those indicated by using
the acceptance sampling table of 10CFR32.110 for a Lot Tolerance Percent Defective
rate of 5%.

Each review of the QMP will be evaluated to determine the effectiveness of the
program. Should the number of deviations discovered in the review not exceed the
appropriate Acceptance Number specified by the Lot Tolerance Percent Defective ;

table, the program will be considered effective. Should the number of deviations
exceed the appropriate Acceptance Number, the program may be ineffective. In this
case, the RSO shall make such modifications as necessary to meet the objectives of the !.

program as defined in 10CFR35.32(a).

i

.-4,-,. . -. - - , .. , __
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.

16. Modifications to the QMP may be made to increase the program's efficiency provided
the program's effectiveness is not decreased. The modified program will be submitted i

'

to the NRC Regional Office within 30 days after the modification is made.
.

17. Written records of each administered brachytherapy treatment and each written
directive will be maintained for three years. Records of each QMP review and
evaluation will be maintained for three years.

18. The radiation safety training program has been modified to include instruction in the
Quality Management Program.

.

I

i

Thank you for your gtention to this matter.
's n /

'

)y(Q AT T lfi '
.

.,

4 David Arnold
-Vice President, Administration
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| MUM DETECTABLE A IVITY'

.

.
'

EF FICIEN CY / C ALC UL ATIO N;-

.

FACILITY: Trinity - East DATE: 3/24/97
,

S/N: 20163-1INSTRUMENT:Capintec .- :

SOURCE: - j

_ NUCLIDE: 1-131 TYPE cannule ACTIVITY:11.52 uCi |
,

ASSAY DATE: 3/21/674

2 i

TEST DATE: 3/24/97 '
.

!

ELAPSED TIME
FROM ASSAY DATE: 3 davs

.

.693t''

,

'#
CALCULATED CURRENT ACTIVITY: A= A e 4 #

c

| CURRENT ACTIVITY: 8.90 uCi (uCi X 2.22E6 dpm/uCi = dpm)
i

,

j CURRENT ACT!VITY: 1.98 E7 ...d p m
_

|
'

EFFICIENCY
|

% EFFICIENCY = cpm /dpm x 100

DETECTOR USED: Capintec Uptake Probe

Bkg:265.5... Std: 23075.4
cpm cpm

EFFICIENCY = .12 %
.

MINIMUM DETECTABLE ACTIVITY
|
1

MDA=3 }R / t
y

Eff \
: !

R. =' RATE OF BKG in epm !
jt = TIME IN MIN.

MDA = 40735 dom ,

|MDA = 0.019 uci. |

J

c:\wp51\ forms \effic. cal

. . -- .. -
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AQl VI T YhlMUM DETECTABLE
'

g. ,

EFFICIENCY / C ALCUL ATION*

FACILITY: Trinity - West DATE: 3/20/97 i

!

' INSTRUMENT: Atomlab 930 : S/N: 1282005 ,

,

SOURCE:
'

NUCLlDE: 1-131 TYPE Caosule - ACTIVITY:12.58 uCi

ASSAY DATE: 3/20/97
L

TEST DATE: 3/20/97

ELAPSED TIME
FROM ASSAY DATE: O davs

.693t''

# >
CALCULATED CURRENT ACTIVITY: A = A,e '

|

CURRENT ACTIVITY:12.58 uCi (uCi X 2.22E6 dpm/uCi = dpm)

CURRENT ACTIVITY: 2.79 E7 dpm

EFFICIENCY
% EFFICIENCY = cpm /dpm x 100

DETECTOR USED: Capintec Uptake Probe

Bkg:63_ Std: 21560
cpm cpm

EFFICIENCY = .08 %

MINIMUM DETECTABLE ACTIVITY
,

MDA=3
Eff

s

R. = RATE OF BKG in cpm
t = TIME IN MIN,

MDA = 31150 dom
MDA = 0.014 uti.
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1. Survey Equipment 5. Dase Calibrator
2. Receipt Area 6. Isotope Storage

| Mi - West 3. Kit / Dose Prep3

4. Generaior

; Nuclear Medicine Hot Lab Shielding - Standard 2" Lead Bncks, L Block, ~1/8 .

herior Storage Containers - All ILockable Doors in Restricted Areas -

,

'

Mme
Camera Camera

,

: / n n
O. V :

:

V V*= ,

/:
Camera

i

Hallway

i

:O wasie
,

Hot Lab 4g; . Storage

Hall ~ Dressing
Room

,

1,2,3,5

..

Film Storage Treadmill.

.
k ~;

_ ,

~~
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Trinity - East . Survey Equipment s. oose caiidrator
2. Receipt Area 6. Isotope Storage
3. Kit / Dose Prep 7. Waste Storage

Nuclear Med. .icine 4. cenerator
Exterior

i 1,2,3,4,5,

injection 6

Hot Camera

Thyroid Uptakes Lab \ 7

Well Counter / '
/ / Hall

'' ' '#

/ Office Area / ,

,

Hall

____________________________________________

'O
Room 12 Room 11

Camera Q

iHot Lab Shielding - Standard 2" thick lead bricks, Standard L Block, ~1/8" Storage Containers
All Lockable Doors in the Restricted Areas

'

,

( .

-.

,

v -.
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Trinity - East Remote Waste Storage Area i

2nd Central West,' ' ;-

; ;
.

:

O
Hall

3

Utility Utility
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DEPLETED URANIUM COMP 00mMTS
IN THE CLINAC 4, 45, 6X, 4/100, 6/100, A>ID 600C<

,

Clinac 4, 4S and 6X

Part 'Containing No. of (pounds)
Uranium Parts M.D.11. Weicht Total Weicht

Primary collimator 1 68 68

Upper jaw 2 31 62

Lower jaw 2 53 106
Face plate shield 2 8.5 17

Gun shield 1 18.5 18.5
Gun shield disks -- - -

Total Pounds. 271.5

i
' clinac 4/100, 6/100 and 600C
,

Part Containing No. of (pounds)
Uranium Parts Unit Weicht. Total Weicht

.

Primary collinator 1 96 96 -
,

Upper jaw Tungsten replacesent |
Lower jaw Tungsten replacesent
Tace plate shield 2 8.5 17

Gun shield - - -

Gun shield disks 3 40 120
1

Total ~ Pounds: 233

- - . . . . . . - - . . - - - . . . . . . . . . - - . . . . . . - - - . . . . . . . . . . . - - - - - -

Element and Mass Number: U-238
iMetal Alloy U 0.75 titaniumPhysical Form: 7

Specific Activity: 3.6 x 10 C1/gm
Purpose of Use: Shielding

s.

p.,
*
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8610944 2 EMERGENCY AND SAFETY .'I'
*

|

2.4 SAFETY PROCEDURES |,.

In establishing operating procedures for the Clinac installation, the j

hospital administration should include the following items to help assure !

safety and reduce the likelihood of injury to personnel and damage to
the equipment.

1. Cease machine operation immediately if any equipment
- malfunction is detected or suspected. Never continue patient
treatment. Always call maintenance personnel to service the

- machine,

2. If a power f ailure or emergency stop should shut the machine '
down during treatment. remove the patient from the treat-
ment room and perform the daily checkout procedure before
resuming treatment.

.

3. When performing the daily checkout procedure, record each
time designated in the daily log. Also record any unusual
behavior or observations noted at that time or throughout the
treatment day. _ ,

.

4. When entering the treatment room at any time, the operator
should always take the X-RAYS key. The rnachine will remain
ON, but X-rays cannot be generated.

5. Before rotating the gantry, always make certain that the PSA
/ and treatment couch are positioned so as to eliminate the

possibility of collision.

6. When attempting to lower the PSA, if there is no response to .

commands from the hand pendant, make certain that oil mo-
tions are locked and remove the patient with great care.

7. Under no circumstances should interlocks or other devices in-
tended for personnel or machine protection be bypassed or
jumpered.

8. Whenever the machine is in ctandby overnight or for a.

weekend, or is otherwise unattended, always remove the
X RAYS key from the console and deposit it in a designated
secure storage place so that no unauthorized activation of
the machine can occur.

2.5 DEPLETED URANIUM SHIELDING

in order to minimize radiation leakage, certain shielding components in
the Clinac 6/100 and 4/100, including the primary collimator and the
four movable collimators, may have been fabricated from depleted
uranium.

.

;
,
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851094 02 EMERGENCY AND SAFETY l

)
i

Depleted uranium is a naturally occurring, processed radioactive
g ||material, and should be handled with caution. A major portion of the

radiation emanates from alpha and beta particles, with only a small frac-
tion being gamma rays. External radiations are well below those |

generally considered as hazardous. The surface beta plus-gamma dose
rate from depleted uranium (at the collimators) is approximately 200
mrem /hr. Twenty centimeters (approximately 7.8 inches) from the sur-
face of the collimators, the beta-plus-gamma decreases to below 20
mrem /hr while the gamma dose rate is less than 1 mrem /hr.

The Clinac contains up to approximately 400 pounds of depleted
uranium. Each piece is stamped with the following identifying symbols:
CAUTION - RADIOACTIVE MATERIAL - DEPLETED URAN!UM.

Bare uranium oxidizes easily and the oxide powder could become a
minor radiation problem. All pieces are nickel cadmium plated to prevent
oxidation. Care should be taken to assure that the protective coating is
not damaged.

Uranium oxide poisoning to personnel can result from oxidation of I
!depleted uranium components if the protective coating is damaged.

Under no circumstances should anyone attempt to machine, file, drill,
scrape, scratch, or break the protective coating of the depleted uranium
components. By law only the original manuf acturer or other specifica:ly
licensed facility may machine, rebore, replate, or rnay perform modifica-
t!cns to manium.

In case of disposal of a Clinac 6/100 or 4/100, this material must not be g
processed as normal scrap but rather must be returned either to Varian
or to a licensed commercial supplier of uranium, or to the U.S. Nuclear
Regulatory Commission.

.

1
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Rad Techs/ Physics.
'

Check-off Procedure.'

FORM C
i

TRINffY.awa-
STEUBEWEJf. OHIO 4MC2

RADIATION THERAFY SOURCE USAGE RECORD

Fatient IDf_ RM

Ordering Physician

Applicator (s) used Sources

Data and time of insertion AM/PM
,

TES SEE COMMENTS

Fatient assigned private room ( ) ( ).

Exposure sonitors issued to nursing.

personnelf ( ) ( )
Safety instruction given to nursef ( ) ( ).

Saf ety procedures placed in patient's.

chart? ( ) ( )
Caution sign placed on patient's chart? ( ) ( ).

Caution signs.placed.on..patisatis-reen - ----i4 .

doott ( ) ( )'
Nursing care rotatedt ( ) ( ).

Known pregnant nurses not , attending.

patient? ( ) ( )<

Pregnant visitors prohibited? ( ) ( )[ .

Visitors under 18 prohibitedt ( ) ( ).

Safety survey performed and recorded? ( ) ( ).

Safe line marked ? ( ) ( ).

Limits of nursing care time posted * ( ) ( )..

Removal notice posted in patient's chart.

prior to removal of all posted sigast ( ) ( )
All signs removed? ( ) ( ).

Roca surveyed and background radiation.

levela presentf- ( ) ( )

Date/ Time of Removal AM/FM
'

Applicator Sources

COMMENTS:

CERTIFIED RT: Date

IMPORTANT: THIS RECORD MUST _BE PERMANENTLY MAINTAINED }
,

- - - - ,w -
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u w.u p am g RADIOACTIVE MATERIA
suveomua,oteo mese -

_,

SUPfiARY INS 3frtIONS FOR PATIDf!S
DEATED WI'111 RADI0 ACTIVE SOURCES

Patient's Name:
Room Ntmbert Physician's Names

Isotope: Activity
Date and Time of feministration:-

Estimated Date Sources are to be renoved: Isotope

Exposure Rates in mR/he
~

Bedside (Shielded / unshielded ) 3 feet from bed --
'

seed of Bed Footof ped 10 feet free bed
Visitors Position
Rec-.=rded limits of nursing care time positioning
Recw.i-reed limits of visitor time positioning
If inadvertent source dislodgement, date/ time:

Follow checked items: :.:

1. Safety Instructions / Procedures placed in patient chart
2. Near personnel monitoring device
3. Patient sust have a private room
4. Wear rubber gloves

5. Place laundcy in linen hanper in room and save
6. Bousekeeping may not enter ths room
7. Patient may not have visitors
8. No pregnant visitors or nurses
9. No visitors under 18 years of age

10. A dismissal survey must be performed before patient is discharged
11. Other instructions

RSO/ Designee Signature:

RSO Nane: Phone: Beeper:
Radiation Oncokgist Nxne: Phone: Beeper:,

Physicist Name: Phone: Beeper:
Dosimetrist Name: Phone: Botper:*
Chief Technologist Namet Phone: Ik y r:
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Form B.

Receipt / shipment record
Radiation source therapy application

,

gportent
This record must b': permanently maintained |

Patient : Room #
ge moomy-.mwa_._ = mxmoms_ ,m.,,, m. ,, m

PRETREATHENT INVENTORY
,

.

heaver *1 '2 *3 i 84
i Sources removed from the safe.Number of sources

,,'
;

'

_Citor nw of sources*

Total activity e activity / serial number
_

Ra-226 eo. mg in Cs-137 safe. * /,

Total activitu per drawer | 4 /
'

* /

* /Tirne CesiumCurator
-

4 /g

~

Date ' #

. e e = = .. . n ,= ,=.. = , . ..m m m... . . .m_ _
.

. . - _..
....m.im.m ,.m m < m,. m.m mm m um ,= -.m._,_.._,,,,,,..,,,x,y,,4_

4

POST TREATNENT INVENTORY

Time CesiumCurator

Sources returned to the safe

*)ete e activity / serial number i
e /

'.

* /

*1 1 *2 *3 84. * /Draver I

'

'4 ember of sources * /

Color code of sources 4 /
,

Ra-226 eg. rng Total acttytty e /

Total settvitu oer draver |-

In Cs-t 37 safe..

. . ...

Ccasments : *

1. All sources are accounte4 for (Yes / No )
2. Final survey results en patients (mR / ivy

'

3.- Background radiation level
_ ___(mR / hr)

-

,

4. Final survey of patient's rcom . ,e(mR / hr)-

.

5. Charge nurse centsted (Name)
* *

*

r, Have raam/nser<u reemt.aae '

',
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DAi[ / TIMC -

situmo m a cs.o4assa ,

R00t1 * _

,

FORN 8 Pail [NT
~

ISOTOP[ ---

APPLICA70R

ACilVITY (mg (Q.)

SURVEYOR

Outside Area ( Above Grade)

,

A

6 DE
y

:
:3A 6t

il -

7
-

.i
'

*
,

!

-- . S
' '9 j

Surveg Results
survey Heter

Cemments : calibeation Date
Check Source reading

8ackgreund reading

mR/hr
el Patient On Contact

enR/hr
e2 Patient 91 meter

mA/hr
'3 Bed side unshielded

mR/hr
84 Bed side shieMed

mR/hr
85 Head of bed

'6 Foot of bed
--mR/hr

--mR/hr
87 Visdor's position _-

mR/hr
e6 [ntrance

._ mR /hr
og Hal)w49 '

*10 Adjone9 patient's room
-mR/hr

_ mR /hr
*11 Adjoneg patient's room

''
832

_ m R /l*.

*t5 ,

- - . . . . mQ /hr*I4
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eTRINITY MEDICAL CENTER

QUALITY MANAGEMENT FORM fj
'

RADIATION OHCOLOGY

:- .::===.-.--.....:=;....-- --. - - = - -~ ~

PATIENT NAME: DATE OF IMFLANT:-

MEDICAL RECORD NUMBER: ---- - -

IM?LANT DEVICE (PROPOSED)
RTD NUhS ER : - -- ------ - - ~ - - - --

-

CYL FLETCHER SUITE FREE HAND

SIZE - -

TANDEM R I B BON S -- -------- ---

S OURC ES - -- -
SEEDS ----

S OUR C E S ----
,

OVOID PLANES --

SOURCES----

ISOTOPEDOSE REQUIRED
||

DOSE RATE DESIRED .,

e

PHYSICIAN I'
- ,;

'l
- f

BRACHYTHERAPY SOURCE LOADING $
t
b

!!
H

CYL FLETCHER SUITE FREE HAND !!
#
I,'

R L

(~

T
_

.

d

.
RIBBONSSOURCE 1 ' ~

g
.,

kSEEDSSOURCE 2 .

1 i ; . i'
~* ' ' -

. . _ . .:

PLANESCOURCE 3-= ,

.- _ ,,

SOURCE 4 ,,

r
9

Ii

,

; LOADED BY VERIFIED BY
L
.;.s

< - f
~

-

- . . .
.

INSERTED BY VERIFIED BY t
__,

m .t
. _ . . _ _ _
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BRACHYTHERAPY DOSIMETRY ,.

.-

INSERTED BY- - -

- - - - REMOVED BY-

DATE - --- TIME- DATE -

- - - TIME

'

TOTAL MG RA EQ - ---- - -- - TOTAL HOURS- - - - --

RADS /HR-- RADS /HR- RADS /HR- RADS /HR
y

.,

i

AT -- AT - AT AT-

'

TOTAL DOSE TOTAL DOSE TOTAL DOSE TOTAL DOSE ,:

f r

II
'
..

is
B i

:t. ,
- ERACHYTHERAPY PLAN RUN BY n

.

j!,
'

h

|| CRACHYTHERAPY PLAN CHECKED BY I|
li

! fl

ERACHYTHERAPY PLAN APPROVED BY AND COMPLETE [
B

.

.-

x ,

'; ID81 'd;

n ti
M P

i.
b

3
.

, FILM DATE f!

n

f3M QA
-

t
., t
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6.

-
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Date of ortgla p.,,
All dates of rettsten aust be Ilsted

h Revised:
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HUR$1NG DEPARTNENT GUIDELINES

RADIOACTIVE ISOTOPE BRACRYTHERAPY !
'

THE USE OF THE INTEGRATING DOSIMETER
l

As part of the Radiation Protection Procedures established for
the Nursing Personnel caring for a Radiation Therapy Patient
undergoing radioactive isotope administration, an integrating
dosimeter must be worn. The dosimeter is to be worn while in the
room. At other times it is placed at the room's-entrance. The |

posted log (Form D) is to include the time spent in the _ room as
well as the exposure received while in the room.

l

|. .

SUPPLEMENTARY INFORMATION: !

l

To use the integrating dosimeter:

1. Turn switch to ON

2. Push and hold black button , ___

3. Record numerical reading upon entry into room

4. Record numerical reading upon exit from roon

5. Subtract initial reading (f3) from final reading (14)
and record difference.

6. Turn switch OFF

7. Leave at entry to brachytherapy room ,
,

!
.. .. .

'

-

1

i

*!
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-
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. . . m on _ , tor m et- . .

e for Nursing Personnel

==
situeumut oho-easse DATE:

PAT!Drf'S NAME:

ROOM:

Prior to entering the brachytherapy room, read *Mursing Guidelines foe Patients j

Receiving Radioactive Isotope Brachytherapy * and docusent try signing under procedures !

read colum.

Prior to entering tr:e brachytherapy room, all nursing personnel sust be wearing the film
dosimeter which is issued every sonth. In addition, each person entering sust monitor 1

!their radiation exposure by utilizing the integrating dosimeter which is sede available to you.
Prior to entering the patient room, record your name, date and time, the nume.rical value

f rom the integrating dosimeter in the initial reading colum below. Upon leaving the room,
record the numerical value from the integrating dosimeter in the final reading colum and the

'

time out. Then calculate and record your exposure.

TIME TIE FINAL INITIAL EXP020tE pgorpram
DATE M4pg|

IN Clff READING READING (FINAL-INITIAL) aggp

i

l

I

l

l
;

I
I

&

k

,

,

5;

!
,1

o
.
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RADIATION THERAPY INSERVICE EDUCATION

' A BRACHYTHERAPY RADIATION SAFETY INSERVICE-WAS HELD. THE

FOLLOWING OUTLINE WAS UTILIZED AS A GUIDE FORLTHE
DISCUSSION. IT IS UNDEf3TOOD THAT THE TRANSFERENCE OF THIS
INFORMATION SHALL BE COMPLETED DURING THE NURSING SHIFT
CHANGE REFORT.

a

1. SIMULATED APPLICATOR DEMONSTRATION
.

2. NURSING CS-137 PROCEDURES

3. FORMS A THROUGH D

4. RADIATION SAFETY PRINCIPLES OF TIME, DISTANCE AND
SHIELDING

5. UNITS OF RADI ATION ( REM, RAD, ROENTGEN. CURIE)

6. RADIATION WARNING SIGNS

7. TIME AND VISITATION RESTRICTIONS
*

8. EMERGENCY PROCEDURES AND CONTACTS

9. RESPONSIBILITY OF NURSING STAFF TO REPORT UNSAFE
PRACTICES

10. TYPICAL EXPOSURES ASSOCIATED WITH A TYPICAL
BRACHYTHERAPY

11. QUESTIONS AND ANSWERS

.

NAME DATE

--------- ..-__ ...._...... ____________ .

------------__........____. ____...______.

WWOMWWW WWWWWm_mmmmemmeedewe ' m_m em__wwmemme

WWWMW6M WWWWWMmWWWW9mhemmewW ememmmmmmee_e9

'
. . . . . . . .._ . ., . . . _
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THE FOLLOWING-IS A LIST.0F EQUIPMENT WHICH WILL BE USED-FOR 1

RADIATION-SAFDTY IN THE BRACHYTHERAPY AT THE TRINITY MEDICAL -

CENTERS- :

d

Ho

1 VICTOREEN PANARAMIC SURVEV METER i

2 VIC 290 SURVEY METER WITH OR SIMILAR j

:3
491-30 PROBE - OR SIMILAR "1;
489-110C PROBE OR STMILAR-

~

"
489-35 PROBE OR SIMILAR -

x
3 PERSONAL DIGI,TAL. DOSIMETER

~

NUCLEAR ASSOCIATES 06-505 OR SIMILAR
!

4 L BLOCK' LEAD SHIELD ]
'

5 RADIOISOTOPE STORAGE SAFES
i

6 CARRIER CART' j
i

7 ROLLING RADIATION SHIELDS j

|

'D '8 6-12 INCH HANDLING FORCEPS.-

9 PRIMALERT AREA MONITOR FOR STORAGE AREA !

i
* MOST OF THE ABOVE ITEMS WOULD BE OR ARE SIMILAR TO THOSE

FOUND IN-THE NUCLEAR ASSOCIATES RADIATION THERAPY CATALOG '

4
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Attachment 10.4

Ru4s for Safe Use of Radiopharmaceuticals'

5 1. Waar laboratory coats or other protective clothing at all times in areas where
radioactive materials are used.

2. Wear disposable gloves at all times while handling radioactive materials.

3 .. Either after each procedure or before leaving the area,. monitor.your hands for
contamination in a low-background area with a low-level G M detector or a scintillation
detector.

! 4. Use syringe shields for routine preparation of multi-dose vials and administration of
radiopharmaceuticals to patients, except in those circumstances in which their use is
contraindicated (e.g., recessed veins, infants), in these exceptional cases, consider the
use of other protective methods such as remote delivery of the dose (e.g., through use'

of a butterfly valve).

5. Do not eat, drink, smoke, or apply cosmetics in any area where radioactive material is
stored or used.

6. Do not store food, drink, or personal effects in areas where radiuactive material is stored

or used.
,

7. Wear personnel monitoring devices at all times while in areas where radioactive
materials are used or stored. These devices should be worn as prescribed by the
Radiation Safety Officer. When not being worn to monitor occupational exposures, |

personnel monitoring devices should be stored in the work place in a designated low- |

background area. |

8. Wear a finger exposure monitor during the elution of generators; during the preparation,
assay, and injection of radiopharmaceuticals; and when holding patients during
procedures.

9. Dispose of radioactive waste only in designated, labeled, and properly shielded |
receptacles.

10. Never pipette by mouth.

11. Wipe test byproduct material storage, preparation, and administration areas weekly for
contamination. If necessary, decontaminate or secure the area for decay.

!

|

994
l

,
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' 12. With a radiation detection survey meter, survey the generator.'stors'ge, kit preparation,
and injection areas daily for contamination. If necessary, decontaminate or secure the - ;

area for decay as appropriate.

13. Confine radioactive solutions in shielded containers that' are clearly ; labeled. !~

1
Radiopharmaceutical multi-dose diagnostic vials and therapy vials should be labeled with
the isotope, the name of the compeund, and the date and time of receipt or preparation.
A log book should be used to record the preceding information and total prepared.

'

activity, specific activity as mci /cc at a specified time, totai volume prepared,' total
volume remaining, the measured activity of each patient dosage, and any other ~ t

'

appropriate information. Syringes and unit dosages should be labeled with the-
radiopharmaceutical name or abbreviation, type of study, or the patient's name. i

14. Assay each photon 4mitting patient dosage in the dose calibrator before administration.
Do not use the dosage if it is more than 10 percent off from the prescribed dosage, ;

except for prescribed dosages whose activity is less than 10 uCi. When measuring the i

dosage, you need not consider the radioactivity that adheres to the syringe wall or
remains.in the needle. Check the patient's name and identification number and the
prescribed radionuclide, chemical form, and dosage before administration. ;

:

15. Flood sources, syringes, waste, and other radioactive material should be kept in shielded
containers if warranted by the exposure rate. ;

,

16. Because even sources with sma|| amounts of radioactivity exhibit a high dose rate on
I

contact, use of a cart or wheelchair to move flood sources, waste, and other radioactive
material should be considered. ;

I

,i

i ]

l
1

i-

Y. |

|

'~ Att.10.4
. '

Page 2 of 2

|<.
,.,

.

3.

k

:
,

a

m

~k ..)



- - .. .. - - . . . . - . .. - . . -

o

;o; - p3; L. y
^

-

.

i 4

'

'

MAY Z 91997 1;
'

c
y -

>
,+ ,

F - j,

us .
,

..|
'

>
. -|

.. . .

, Angelo G. Calbone
. .]1

A Executive Vice President and 4

L .. M . Chief Operating Officer
. Trinity Health System .* ,

.

$ Trinity West d/b/a
..

, -|
Trinity Medical Center West ' i:

' '

' 4000 Johnson Road'
P !.Steubenville, OH 43952

- i7
-

* Dear Mr. Calbone:*.

.i'y <

'1 Enclosed is Amendment No.19 to your NRC Material License No. 34-06578-02 in j
. accordance with your request. .],

4, . . . .!
- Please review the enclosed. document carefully and be sure that you understand all

'

. conditions.1If there are any errors or questions, please notify' the U.S. Nuclear Regulatory j"

Commission, Region lli office at (630) 829-9887 so that we can provide' appropriate'
)|' corrections and answers.-

l~

n Please also note that License Condition No.' 15 excludes reference to changes made in ;
'

h your"Ouality Management Program (QMP). In' effect, excluding the Quality Management
. Program from the license allows you the flexibility to make changes to it without obtaining'

prior NRC approval;: When modifications are made to your OMP program, you are required j
,_

to submit the modified program to this office within 30 days after the modification is -)
made, as required by 10 CFR 35.32(e). It appears th'at your OMP.addres,ses the :

' requirements of 10 CFR 35.32 however,Lthe adequacy of your QMP will be reviewed )
. during your next NRC inspection.- {

Please be.. advised that your license expires'at the end of the day, in the month, and year- |
; . stated in the license. Unless your license has been terminated, you must conduct your i

' program involving byproduct materials in accordance with the conditions of your NRC - |
'

' license, representations made in your license application, and NRC regulations. Inl ;

ig '
'

particular, note that you must: ' i
-

,.
.

. I )
' '

.

(Operate in accordance with NRC regulations 10 CFR Part 19, " Notices, instructions- !:1e
,

-f and Reports to Workers; inspections " 10 CFR Part 20, " Standards for Protection j
L Against Radiation,": and other applicable regulations. . i
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4; ; 2.f Notify NRC, in' writing, within 30 days:
y ,y

-

'* a. .When an authorized user or. Radiation Safety Officer permanently' :

. discontinues performance of duties under the license or has a name change; ;o,

or _ j+

i

' b. Wisen the mailing address listed on'the license changes. (No fee is required |
if the location of byproduct material remains the same.)'- -ji-

g;

Iri accordance with 10 CFR 30.36ib) and/or license condition,. notify NRC,
, i- 3, . :

~$
.

'promptly, in' writing, and request termination of the license when you decide to j
4 terminate all activities involving materials authorized under the license. )

.

! 4, . Request and obtain's license amendment before you: |+ ;
,

a. Receive or use byproduct material for a clinical procedure permitted under i
Part 35 but not permitted by your license issued pursuant to this Part;

.

,

b. - Permit anyone, except individuals described in .10 CFR 35.13(b), to work asg

:
' an authorized user under the license;-

' ' -'c. ' C.iange Radiation Safety Officers;

"

d. Order byproduct material in excess of the amount, or radionuclide, or form
;- different than authorized on the license; '
, n

- e. Add or change the areas of use or address or addresses of use identified in
the license application or on the license; or

i

f. Change ownership of your organization. I
:

k 5.. Submit a complete renewal application with proper fee or termination request at
: least 30 days before the expiration'date of yoor license. You will receive a j

reminder notice approximately 90 days befoie the aw+stion date. Possession of j
,

byproduct material after your license expires is a o & .n of NRC regulations. . A
- license will not normally be renewed, except on s . '-by-case basis, in instances j

* V 'where licensed material has never been possessed u. - J j-
1

.

s j& 4

in' addition, please! note that NRC Form 313 requires the applicant, by his/her signature, to -
'

verify'that the applicant understands that all statements contained in the application are'

itrue'end correct to the best of the applicant's knowledge. The signatory for the'
,

s

application should be the licensee or certifying official rather than a consultant.
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You will be periodically inspected by NRC. Failure to conduct your program in accordance
with NRC regulations, license conditions, and representations made in your license
application and supplemental correspondence with NRC will result in enforcement action
against you. This could include issuance of a notice of violation, or imposition of a civil
penalty, or an order suspending, modifying or revoking your license as specified in the
General Statement of Policy and Procedure for NRC Enforcement Actions. Since serious
consequences to employees and the public can result from failure to comply with NRC
requirements, prompt and vigorous enforcement action will be taken when dealing with
licensees who do not achieve the necessary meticulous attention to oetail and the high
standard of compliance which NRC expects of its licensees.

Sincerely,

Original Signed By.
Charles F. Gill
Nuclear Materials Licensing Branch

License No. 34-06578-02
Docket No. 030-02760

Enclosure: Amendment No.19
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UNITED STATES .

)y. :S' . REGION lit

NUCLEAR REGULATORY COMMISSION
r

' ra *
801 WARRENVILLE ROAD

~$. USLE,ILUNOIS 60532-4351

..... April ~10, 1997

9
,

William Hunter.Vaughan,'M.D. '

Radiation Safety Officer ,

iTrinity Health Systems ;

Trinity West d/b/a .;
-Trinity Medical Center West

i
4000 Johnson Road ;

Steubenville. OH 43952- '

SUBJECT: ACKNOWLEDGEMENT OF CORRESPONDENCE
(Letter Dated'04/01/97)

Dear Licensee: -

'In response to your request, we have completed the initial processing, which is -
an administrative review of your application for a(n): i

New License X Amendment Renewal
Termination Auth User (Amendment not required) :

-Other !

No administrative deficiencies' were identified during this initial review.
However. it should be noted that a technical review may identify omissions in the
submitted information.

'

It appears that your request is routine (see 1-3 below, as applicable).

1. New and amendment actions are normally processed within 90 days. 'unless we ;

find major deficiencies, or policy issues requiring central program office ;
assistance.

2. Renewal actions are normally processed within 180 days, however, under
timely filing (hefore expiration), you may continue to operate under your
existing-license.

3. Termination actions are normally processed within 90 days, unless
1

confirmatory surveys following decontamination / decommissioning activities
are involved.

A copy of your corres)ondence has been forwarded to our Licensing Fee and
Debt Collection Branca (301/415-6097) for approval of the fee category and '

amount. if required.

If you have a com
. expedited review.pelling safety or' business-related reasco for. requesting |

please contact the Materials Licensing Branch at (630) i

829-9887. We will try to complete your request as soon as practicable.
Any correspondence about this request should reference the control number. 1

,

Nuclear Materials Support Branch

Mail' Control No. 302500
LLicense No. 34-06578-02-

1

-


