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< E. G NU.S. HUC'. EAR nEGULATOR' OMMISSION

Amendment No. 23 6
(+ 31 A.FERI A LS 1.lCENSE, Ig
14 'O

- )}; Pur3uam to the Atomic Enerp) Act of 1954, as amended. the Energy Reospanization Act of 1974 (Pubhc Law 93-438). anJ Title 10. Code of !g
z Federal Regulanon . Chaptet I, Parts 30. 31,32. 33,34,35. 36. 39,40. and 70. and in rehance on statements and seriesentation heietofore made Q

9 the ha nsec. a hcense is heieby inued authoii/ing the hs ensee to receis c. acquac. ponew, and transfer by product. somte. .mJ quial nuslear Q
1

-

k: matenal designated below; to use such material for the purpow 1 and at the nlaceN designated below; to deinet or transler -ath material to C
.

pcs+n authoii/ed h ietene u in acconi.mce with the repu!anons of the appheable PartN 'I his hcense shall be deemed to contain the condnions
;iI .pe itkd ni Sestion 183 of the Atonuc Energy Att of 10.% as amended and is subiett to all appbcable rulet regulanons and onlers of the 6
49 \ns1. r Reculatory Commimon now os bescaner in effe t and to .my o namous pnih J below. M

_ _ . _ _ _ _ _ _ _ . _ _ 2-
' e Licensee In accordance with application dated |$

9 March 14, 1995 y
+ L St. Francis Hospital & Health Centers 3. License Number 13-02128-03 is renewed in
: its entirety as follows:
i

1600 Albany Street ~: ,

' ~' Beech Grove, IN 46107 4. theiration Date January 31, 2002 $
e

6- 5. Docket or 030-09398 EReference No.
4

6.113 product, Source, and/or 7. Chemical and/of Physical 8. Maximum Amount that Licensee h
; Special Nuclear Material Form May Possess at Any One Time g
. Under This License
I A. Any byproduct A. Any A. As needed !.
:. material identified radiopharmaceutical *

in 10 CFR 35.100 identified in 10 CFR !.,

B 35.100 5
[?, td
'. B. Any byproduct B. Any B. As needed 6
:. material identified radiopharmaceutical E

'i in 10 CFR 35.200 identified in 10 CFR E
35.200 Ei ,

.

2 C. Any byproduct C. Any C. As needed |
.

'
,

: material identified radiopharmaceutical (I-131 not to q .
: in 10 CFR 35.300 identified in 10 CFR exceed I curie) 3 )

, a 35.300 5
3 4 '

D. Any byproduct D. Any brachytherapy D. .055 millicuries (3'

r material identified source identified in n <

{ in 10 CFR 35.400 10 CFR 35.400 |j
*

i E. Any byproduct E. Sealed sources E. As needed '3
i material identified identified in 10 CFR *

J in 10 CFR 35.500 35.500 $
'

, e
i F. Iridium-192 F. Sealed sources (BYK F. 2 sources, I source s

#

i Mallinckrodt Model not to exceed 444 s
j CI L BV) gigabecquerels n ;a

i (Gbq) (12 curies n !

i (C1)), and 1 source (3 ;

j not to exceed 370 E I,

| Gbg (10 Ci). s |
.

| 5
j G. Cesium-137 G. Sealed source G. 160 millicuries f
j (Tech Ops Model 77302) [ jn-

,

'

OS W l DV? 9702050410 970114 rPDR ADOCK 03009398 pl
.

C PDR gmpjege_gerEsuouspus3 m m aggr ngandgigifMMa
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,

y bcense Numkr |

W 13-02128-03 $|
$ MATERIALS LICENSE Dockei or Reerence Number g! |
$! SUPPLEMENTARY SHEET 030-09398 g! I

Nf
g! I

s Amendiaent No. 23 g|1
3 E| ,

B; 9 |
3j g) \

|

5; B.

s- g -

A t' !

y 9. Authorized Use: i 1

I
W g-j A. Medical use described in 10 CFR 35.100. g
W g ij B. Medical use described in 10 CFR 35.200. g

A g-

|C. Medical use described in 10 CFR 35.300. ,

E5 Medical use described in 10 CFR 35.400.D.
B E.

E'5 Medical use described in 10 CFR 35.500 in devices which have been evaluated andE.
5 approved for licensing purposes by the U.S. Nuclear Regulatory Commission or an 8: |

E-
'

5 Agreement State.
5 B- |

E' |5 F. One source to be used in a Nucletron-Oldelft Corporation MicroSelectron HDR remote
5 afterloading brachytherapy advice for interstitial, intraoperative, and intracavitary E|,
N radiotherapy in humans. The source activity may not exceed 370 Gbg (10 Ci) at the B-

5 time of installation. One source in its shipping container for source replacement. E!
5 B.

5 G. To be used in a Technical Operations Model 773 survey instrument calibrator for the E'

3 calibration of survey instruments. E:

Ei! |E:s
I:E3 CONDITIONS

3 h,

3 10. A. Licensed material listed in Items 6.A. through 6.F. may be used at St. Francis E.

3 Hospital & Health Centers, 1600 Albany Street, Beech Grove, Indiana. E

sj E

3: B. !.icensed material listed in Items 6.A., 6.B., 6.C. (excluding thyroid carcinoma E

s| treatments exceeding 30 millicuries) may be used at St. Francis Hospital E

& Health Centers, South Campus, 8111 South Emerson Avenue, Indianapolis, E

3|s Indiana. E

E E

3 11. A. Radiation Safety Officer: Berry L. Stewart, M.S. E

4 s

$ B. HDR Physicist: Berry L. Stewart, M.S. i'

N !!

M N

N E

N E
N E

$ f
+ E

R E
g -

k DV h
a E

N - R
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El
a MNTERIALS LICENSE th ket or Reference Number g
g SUPPLEMENTARY SHEET 030-09398 g|
5 Ei
y Amendment No. 23 .g|

3| EI
$ $|
3 s>,

,

2 12. Licensed material listed in Item 6 above is only authorized for use by, or under the Ejj supervision of, the following individuals for the materials and uses indicated: g
H El

hAuthorized V_le_n Material and Use

fA. Ira Blecker, M.D. 10 CFR 35.100, 35.200, 35.300 and 35.500.

| B. Howard C. Kidman, M.D. 10 CFR 35.100, 35.200, 35.300 and 35.500. |
5 C. Edgardo M. Sayoc, M.D. 10 CFR 35.100, 35.200, 35.300, 35.400 and 35.500 E

5 and iridium-192 in HDR remote afterloading device. E
M E

$ D. Orin W. Perkins, M.D. 10 CFR 35.100, 35.200 and 35.300. N
5 E
8 E. Franklin W. Sequeira, M.D. 10 CFR 35.100, 35.200, 35.300, and 35.500. E
N N
3 F. Richard L. Scales, M.D. 10 CFR 35.100, 35.200, and 35.500. E
B E ,

s G. Gregory A. Merchun, M.D. 10 CFR 35.100, 35.200 and 35.300. E
|

5 E |
N H. Benny Sin-Ping Ko, M.D. 10 CFR 35.300. E

'

n E \

5 1. Ramchandra Reddy, M.D. 10 CFR 35.100 and 35.200. E

B E
! J. Thomas Guy Belt, M.D. 10 CFR 35.100, 35.200, 35.300 and 35.500. E ,

N E l

5 K. Paul W. Sheets, M.D. 10 CFR 35.100 and 35.200. 'E i

B I
E !

y L. John T. Mail, M.D. 10 CFR 35.100 and 35.200. W' !
3 E !
s 13. In lieu of 10 CFR 35.404(a), immediately after retracting the source from the patient E ;

s into its shielded position in the remote afterlaoding device, a radiation survey E
W shall be made of the patient and the remote afterloading device with a portable El;
W radiation detection survey instrument to conform that the source has been removed

E
'

<

y from the patient. Records of the survey shall be maintained in lieu of the record .g
g required in 10 CFR 35.404(b). s
3 s .

ly 14. In lieu of the source inventory required in 10 CFR 35.406, the licensee shall: j
N wi
y A. Promptly determine that all sources have returned to the safe, shielded position @
g at the conclusion of each remote afterloading brachytherapy procedure, g{iN s i

y 8, Promptly make a survey of the area of use to confirm that no sources have been il
'

q misplaced. il'

W @ 4

,
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'$ "" License Number g
I 13-02128-03 g
|ss M ATERI ALS 1.ICENSE oocket or nererence Number (
y SUPPL.EMENTARY SHEET 030-09398 g
y!s 4

Amendment No. 23 g
%~ E
W{ $
4 6M G

|{2
C. Make a record of the survey including the survey instrument used, dose rate j

expressed in mrem /hr ( Sieverts/hr), time, date and name of the individual
y making the survey. 4|g

f| D. Retain the record of the survey in lieu of the record required in
g 10 CFR 35.406(d). 4
5j15. A. Accest to the rooms housing the MicroSelectron-HDR afterloading brachytherapy E
5 device shall be controlled by a door at each entrance. U|
B

E|
5 B. The entrance to the irradiation room shall be equipped with an electrical U

||5 interlock system that will cause the source to return to the shielded position E
5 immediately upon opening of the entrance door. The interlock system shall be E|
5 connected in such a manner that the source cannot be placed in the irradiation E|
W position until the entrance door is closed and the source "on-off" control is E

||8 reset at the control panel. E
4

E|
S .C. Electrical interlocks on the entrance door to the irradiator room shall be El
3 tested for proper operation at least once each day of use. E
M E

$ D. In the event of malfunction of the door interlock, the irradiation device shall E
,

H be locked in the "off" position and not used, except as may be necessary for E

||.i repair or replacement of the interlock system, until the interlock system is E
3 shown to be functioning properly.

E|s gi
s 16. Prio'r to initiation of a treatment program, and subsequent to each source exchange Ej
s using the MicroSelectron-HDR remote afterloading brachytherapy devices, radiation gi
s surveys and tests shall be performed in accordance with the following: E
! E

|'sj A. A radiation survey shall be made of: g
s1

E i

! (1) The irradiator source housing, with the source in the shielded position. g|
s The maximum radiation levels at 10 centimeters from the surface of the main El

'

s source safe shall not exceed 1 milliroentgen per hour.
E

i E

3 (2) All areas adjacent to the treatment room with the source in the g
3 " irradiation" position. The survey shall clearly establish: g
9

E/ (a) That radiation levels in restricted areas are not likely to cause y
g personnel exposure in excess of the limits specified in 10 CFR 20.101 g
y (10 CFR 20.1201). g
M E'

y (b) That radiation levels in unrestricted areas do not exceed the limits g
y specified in 10 CFR 20.105(b) (10 CFR 20.1301). s|
M UI

d @|
B

y

}

3
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H E
$j $
$17. The following shall be performed only by manufacturer's representatives or persons 2

~

g specifically authorized by the Commission or an Agreement State to pt-form such gj services: g
g si

A. Installation and replacement of the sealed sources contained in the >
Microselectron-HDR afterloading brachytherapy device (s).

5 B. Any maintenance or repair operations on the remote afterloading brachytherapy N

unit (s) listed in Item 9., Subitem F. involving work on the source safe, the |||N

f source drive unit, or other mechanism that could expose the source, reduce the |~

shielding around the source, or compromise the safety of the unit and result in E8

||f increased radiation levels. E
9 E;
N 18. In addition to the possession limits in Item 8, the licensee shall further restrict !E

||5 the possession of licensed material to quantities below the minimum limit specified E
W in 10 CFR 30.35(d) for establishing decommissioning financial assurance. E

||
d E i

N 19. Except as specifically provided otherwise in this license, the licensee shall conduct E

f its program in accordance with the statements, representatic is, and procedures Ej '

5 contained in the documents, including any enclosures, listed below, except for minor E|
5 changes in the medical use radiation safety procedures as provided in 10 CFR 35.31. E

('!W The Nuclear Regulatory Commission's regulations shall govern unless the statements, E )
5 representations, and procedures in the licensee's application and correspondence are E| )
A more restrictive than the regulations. | )

'

$ |
\

2, A. Application dated March 14, 1995; and |)
B ii
M B. Letters with attachments dated February 27, 1990, September 18, 1995 and | l
W October 9, 1996 (with attachments). g| |
3 iE| |
B tsi |

M U|
$ i|
W E|

'

$.
@W

g|
E g|
5 El,
y FOR THE U.S. NUCLEAR REGULATORY COMMISSION >g

E !

E
-

,

. , s I

$ 5\

Date k w k j^/}ff7 By M [ || [p - - j
y / f Nyclear'Matbrials Licensing Branch, Region III 2| |

'

g /

. %w . i
a |
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(FOR LFMS USE)

!WFORMATION FROM LTS
E1 WEEN: --------------------

:
LICENSE FEE MANAGEMENT BRANCH, ARM PROGRAM CODE 02230

AND : STATUS CODE: 2
REGIONAL LICENSING SECTIONS : FEE CATEGORY: 7C

: EXP. DATE: 19950430
FEE COMMENTS:

* DECOM FIN ASSUR~REGDT~N~~~~~~~-~~~~
::::::::::::::::::::::::::::::::::::::

A! CENSE FEE TRANSMITTAL

REGION.

1. APPLICATION ATTACHED
APPLICANT / LICENSEE: ST. FRANCIS HOSPITAL CENTER
RECEIVED DATE: 950329
DOCKET ND: 2009393
CONTROL NO. 398362 ,

LICENSE NO. 13-02128-03
ACTION TYPE: REtiEWAL

,

kkO*

A U '

CHECK NO. ~/E733 7_

3. COMMENTS 5 ~'

SIGNE M -
,

DATE ,__ h y @ M ~ ~~ $ ;jdg
'. LICENSE FEE MANAGCMENT BRANCH (CHECK WHEN MILESTONE 03 IS ENTERED /__/)B '

t,

_( 0 h1, FEE CATEGORY AND AMOUNT: .,7
1

*

2. CORRECT FEE PAID. APPLICATION MAY BE PROCESSED FOR: r3
AMENDMENT -

"

:::_~ 7 : "-~~~~~~
~~~~

''RENEWAL
U

__ _".LICENSE

'. OTHER3
________.....____.._______________

! +me.ame mue..... .e== ....m-em-om

bIbbdD
DATE _~~~~~_ _ _ T ~ :::~ ::"~ :~~~'

_ _ _

.

g($b.,cp]E9l w
,

<.9 Q ] .m*U
|

N
G10B



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

.

O O
NRC FORM 313 U, S, NUCLEAR REGULATORY COMMISSION AM ROVED BY OMS. NO.3160 4120

EXPIRES S-30 88
(10 04)

' ESTIMATED BURDEN PER RESPONSE TO COMPLY WITH THIS10 CFR 30. 32,33
INFORMATION COLLECTION REQUEST 9 HOURS SUBWTTAL OF THE34. 35,36' 30 and 40
APPUCAflON IS NECESSARY TO DETERMINE THAT THE APPLCANT IS
QUAUFIED ANC, THAT ADEQUATE PROCEDURES EXIST TO PROTECT
THE PUBLC HEALTH AND SAFETY. FORWARD COMMENTS

APPLICATION FOR MATERIAL LICENSE REcARDNo BURDEN EST=rE TO TuE NFORuATiON AND RECORDS
MANAGEMENT BRANCH (T41 F33). US NUCLEAR REGULATORY
COMMISS80N. WASHINGTON. DC 205554001, AND TO THE
PAPERWORK REDLICTION PROJECT (3150 0120). OFFCE OF
MANAGEMENT AND BUDGET WASHWGTON DC 20503

INSTRUCTIONS: SEE THE APPROPRIATE LICENSE APPLICATION GUIDE FOR DETAILED INSTRUCTIONS FOR COMPLETING APPLICATION.
SEND TWO COPIES OF THE ENTIRE COMPLETED APPLICATION TO THE NRC OFFICE SPECIFIED BELOW.

APPLICAflON FOR DISTRIBUTION OF EXEMPT PRODUCTS FILE APPUCATiONS WITH- IF YOU ARE LC 'ATED IN

DIVISION OF NDUSTRIAL AND MEDICAL NUCLEAR SAFETY K.UNOIS, NDIANA, IOWA, MICH10AN, MWNESOTA. MISSOURI, OHIO, OR WISCONSIN.3

OFFICE OF NUCLEAR MATERIALS SAFETY AND SAFEGUARDS SEND APPUCATIONS TO:
"

U S NUCLEAR PEGUL ATORY COMMtS$10N
WASHINF YON. DC 20555.0001 MATERIALS LCENSNG SECTION

' U $ NUCLEAR REGULATORY COMMIS$10N. REGION HI
ALL OTHER PERSONS FILE APPLCATIONS AS FOLLOWS. 001 WARRENYlLLE RO

F YOU ARE LOCATED IN USLE, IL 60532 4 351

CONNECTICUT, DELA #ARE, DISTRICT OF COLUMBIA, MAINE, MARYLAND, ALASVA, ARIZONA, ARKANSAS, CAUFORNIA. COLORADO, HAWAll, IDAHO, KANSAS,

MASSACHUSET78. NEW HAMPSHtRE, NEW JERSEY, NEW YORK, PENNSYLVANIA, LOUIStANA, MONTANA, NCBRASKA, NEVADA, NEW WEXICO, NORTH DAKOTA.

RHOOC ISLAND, OR YERMONT, SEND APPLEATIONS TO: OKLAHOMA, OREGON, PACIFC TRUST TERRITOR:ES, SOUTH DAKOTA, T EXAS, UTAH,
WASHNGTON, OR WYOMING. SENO APPUCATIONS TO:

,

NUCLEAR MATERIALS SAFETY BRANCH NUCLEAR MATERIALS LCENSING SECTION
1 ' U $ NUCLE AR REGUL ATORY COMMISSION. REGION I U S NUCLE AR REGUL ATORY COMMISSION REGION IV

475 ALLENDALE ROAD 611 RYAN PLAZA DRIVE, Suf7E 400
kJNO OF PRUSStA, PA 19406 141S ARUNGTM TX 76016

M nma FLORIDA, OCOROIA, KENTUCKY, MISSISSGPPI, NORTH CAROUNA, PUERTO
RICO, SOUTH CAROUNA, TENNESSEE, VIROINIA, VIR0lN ISLANOS, OR WEST YlRGINIA,

l SEND APPUCATIONS TO:
4

NUCLEAR MATERIALS LICENSING 12CTION
U S NUCLEAR REOULATORY COMMISSION, REGION N

101 MARIETTA STREET. NW. SUffE 2000
*

ATLANT'A. OA 30323-0100

PERSONS LOCATED IN AGREEMENT STATES SENO APPUCATIONS TO THE U.S. NUCLEAR REGULATORY COMMS$40N ONLY F THEY wtSH TO POSSESS AND USE UCENSED
CATERIAL IN STATES SUBJECT TO U S NUCLEAR REOULATORY COMMISSION JURISDICTIONS.

j 1 THIS IS AN APOLCATION FOR (Check opprop9 ele dem) 2 NAME AND MAILING ADDRESS OF APPUCANT (IncAsde 24p code)

A NEW LCENSE
_ ST. FRANCIS HOSPITAL & HEALTH

B AMENDMENT TO tCENSE NuuBE" GNEM_

i3-02128-03)( C RENEWAL OF LCENSE NUMBER 1600 Albany Street
i Beech Grove, TN 46107

3 ADDRESS (ES) WHERE LEENSED MATERIAL WILL BE USEO OR POSSESSED 4 NAME OF PERSON TO BE CONTACTED ABOUT THtS

APPLCATION
SAME -

Berry Stewart, M S. RSO
4

TELEPHONE NUMBER

(317) 783-8171
SUEMIT ITEMS S THROUGH 11 ON 8112 X 11" PAPER THE TYPE AND SCOPE OF WFORMAflON TO BE PRovtDEO IS DESCRIBED IN THE LCENSE APPLIC AflON OUIDE

*

S H ACMOACT!vE MATERIAL
a Demoni and mass number t chemical endlot physcellotm. end c mememum amount 6 PURPOSE (S) FOR WHICH LCENSED MATERIAL WILL BE USED

wheeh wit be poseened at any cae time

T INDIVIDUAL ($) RESPONSIBLE FOR R AOLAflON SAFETY PROGRAM AND THEIR
q TR AINING EXPERIENCE 8 TR ANING FOR INOlvtDUALS WORKNO IN OR FREQUENTNG RESTRICTED AREA $

1 9 F ACILfTIES AND EQUIPMENT 10 RADIATION SAFETY PROGRAM

*
,2 LCENSEE FEES (See 10 CFR f 70 end Secfon f 70 3f)

11 W ASTE M ANAGEMENT AMOUNT
FEE C ATEGORY 7C ENCLOSED $ 1,440.00

13 CE RTIFICATION (Must ite compsehed by appacen0 THE APPLICANT UNDE RST ANDS THAT ALL ST ATE ME NTS AND REPRE SENT ATIONS M ADE IN THIS APPLCATION ARE BNDING
UPON THE APPUCANT

THE APPUCANT AND ANY OFFICIAL EXECUTING THIS CERTIFICATION ON BEHALF OF THE APPtlCANT. NAMED IN ITEM 2. CERTIFY THAT HS APPUCATlON IS PREPARED IN
CONFORMITY WTTH TITLE 10. CODE OF FEDERAL REGULATIONS PARTS 30. 32,33. 34. 35,36,39 AND 40 AND THAT ALL NFORMATION C1NTAINED HEREN l$ TRUE AND
CORRECT TO THE BEST OF THEIR KNOWLEDGE AND BEUEF

|
WARNING 16 U $ C SECTION 1001 ACT OFJUNE 25.1948 82 ST AT T40 MAKES IT A CRIMINAL OFFENSE TO MAKE A WILLFULLY F A SE $1 ATEMENT OR REPRESENTATION TOt

ANY DEPARTMENT OR AGENCY OF THE UNITED ST ATES AS TO ANY MATTER WITHN ITS JURtSOCTION

CERTIFYING OFFICER - TYPEDIPRINTED NAME AND TTTLE SIGNATURE DATE

Michael D, Vollmer-V.P. Prof essional Sarv, 9. Id/mta 3-14-95 _i

FOR NRC USE ONLY KELEIV EU
Y' OF FEli F EE LOG FEE CATEGORY AMOUNT RECE CHECK NUMBER C M S

: met A& L % , s% (%EDo'B36 Ho MAR 2 91995'

APPROVED BY D. LT E }

I - D ECYbN i
- _ . _ __ ._._ L ,

. - - . . _ _ _ _ _ _ - _ _ _ _
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-ITEMS 5& 6: RADIOACTIVE MATERIAL AND PURPOSE
,

4

Byproduct Material Amount Purpose

5.a Material in 35.100 As needed 6.a Medical use
!

5.b Material in 35.200 As needed 6.b Medical use
i1

5.c Material in 35.300 As needed 6.c Medical use

5.d- Implant Material in 35.400 1000 mci 6.d Medical use ;
'

i 5.e Eye app 11cator in 35.400 55 mci 6.e Medical use
1

a

5.f Ir-192 High Dose Rate
Remote Afterloader in 35.400 _210QOmCi* 6.f Medical use-

1

5.g Material in 35.500 As needed 6.g Medical use

5.h Cs-137 Survey Meter
Calibration Source 160 mci 6.h Calibration j

1

* .Two Sources not to exceed 12000 mci cach. Not to be installed
'

until i 10000 mci.

i

f

F

|

,

e

?
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ITEM-7: RSO AND AUTHORIZED USERS

.NAME' ' FUNCTION LICENSE #

Berry -li. ' Stewart , MS RSO 13-02128-03-

Ira Blocker, MD Authorized User 13-02128-03

lioward'C. Kidman,'MD Authorized. User 13-02128-03

Edgardo M. Sayoc, MD Authorized User 13-02128-03

Orin W.-Perkins, MD Authorized' User 13-02128-03

Franklin W, Sequeira, MD- Authorized User 13-02128-03

. Richard L. Scales,'MD Authorized User _13-02128-03

Gregory A. Merchun,'MD Authorized User. 13-02128-03?

Benny. Sin-Ping Ko, MD Authorized User 13-02128-03

Ramchandra Reddy, MD Authorized User 13-02128-03

Thomas. Guy Belt, MD Authorized User 13-02128-03

Paul W. Sheets, MD Authorized User 13-02128-03

John T. Mail, MD Authorized User 13-02128-03

i,
f

4

3

!
i-

,

t

i

!-
4

i
;

o
'

<

d

4

.

3.
, . - , __. , , ._ ~ . . . _. . . . . _ . _ _ _ _ . . _ .,_
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- ITEM;8:

We'have developed a training program for your review-
that-is appended as ATT 8.1.

ITEM 9:

9.1 See attached' drawings:ATT~9.1.
~

9.2 We have d'eveloped a survey' instrument calibration-
procedure for-your review that is appended'as ATT 9.2.

9.3 We will establish,_and Implement the model procedure
for calibrating our dose-calibrator that was published
in_ Appendix C to Regulatory Guide 10.8, Revision 2,
with the. changes indicated in the appended ATT 9.3.

9.'4 We.will establish, and' implement the model personnel
external exposure _ monitoring program published in
Appendix D to Regulatory Guide 10.8, Revision 2.

.9.5 N/A

9.6 N/A

ITEM 10:

10.1 We will issue the Radiation Safety Committee Charter
and Radiation Safety Officer Delegation of Authority
that are appended as ATT 10.1.

10.2 We have developed an ALARA pregram for your review that
is appended as ATT 10.2.

10.3 We have developed a leak testing procedure for your
review that is appended as ATT 10.3

| 10.4 We have developed rules for the safe use of
~

radiopharmaceuticals for your review that are appended
;, as ATT 10.4.

_ 10.5 We wijl establish and implement the model spill
procedures published in Appendix J to Regulatory Guide'

10.8, Revision 2.
t

'

10.6 We have developed a procedure for ordering and
'

-receiving radioactive mattrial for your review that is

j- appended as ATT 10.6.

10.7. We w.ill establish and implement the model procedures
'

for opening packages that was published in Appendix L j
Regulatory Guide 10.8, Revision 2.

; !
1

1,
v

t
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,

.
.

s

10.8 We'will establish and implement the model procedure
for unit. dosage record system that was published in
Appendix M.1 to Regulatory Guide 10.8, Revision 2,'

records may be maintained electronicaly via computer.
|

10.9 We will establish and implement the model procedure ;

ifor a multidose vial record system that was published
in Appendix H.2 to Regulatory Guide 10.8, Revision 2,
records may be maintained electrcnicaly via computer. ;

_

i

10.10 N/A i

i
!

10.11 We will establish and implement the model procedure
for heeping an inventory of implant sources that, was
published in Appendix M.4 to Regulatory Guide 10.8,
Revision 2.

i

i .10.12 We will establish and implement the model procedure
that was published in Appendix N to Regulatory Guide
10.8, Revision 2. ;

10.13.1 We will collect spent nobel gases in a shielded trap
and monitor the trap effluent with an air
cont. amination monitor that we will check regularly |

j- according to t.h e manufacturer's instructions. |

|
| 10.13.2 We will collect spent aerosol in a shielded trap
| and, for reusable t. r a p s , monitor the trap effluent

I with an t i r cont.aminat i on monitor that we will check
' regu l a rl y according to t.be manufacturer's !

i n s t ru c t. i o ns . !
,

10.13.3 We will not. vent directly vent spent aerosols and

[. gases t.o t.he at mosphere and therefore no effluent
f est imat ion is necessary.

10.13.1 We will calculate spilled gas clearance time
according to the procedure that was published in
Appendix 0.I to Regulatory Guide 10.8, Revision 2.

10.11 We have developed a procedure for your review that
is appended as ATT 10.11.

10.15 We have developed a procedure for radiation safety
during implant therapy for your review that is
appended as ATT 10.15

11 1 We have developed a precedure for waste dicposal for
your review that is appended as ATT 11 1.

;

i
l'
i

|
.

-w~-~a.w,w, ~,,---en ,_.++,:-.... .~--*.-.---n.,--..,_-- . . . ~ , . , - - - - - - - - - - - - ---



,

O O i

TRAINING: ,

Technical personnel _should have completed an approved course of study j

in Nuclear Medicine Technology. including the following subjects:
principles and practices of. radiation protection, and measurement of

'

radioactivity. standardization and monitoring techniques and instrumen-
tation, the mathematics and calculations basic to the use and measure-
ment of radioactivity and the biological ef fects of radiation.

We will establish and implement the model training program that was
published in Appendix A to Regulatory Guide 10.8, Revision 2, including ;

review of the Quality Management Program.
,

Ali personnel working within a restricted area shall be briefed
initially and at least annually in accordance with 10 CFR 19.12.
The method-of training will consist of either lectures, videotaped

^1

presentations or self study modules.

In addition employees of Nuclear Medicine are required to comply with
the. enclosed policy: EMPLOYEE ORIENTATION FOR NUCLEAR MEDICINE.

>

>

t

,

E-
i

> L

,

a

i

f

a

:

i

!

. ,

l

?
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A. All technologists who daily use radioactive materials and frequent
a restricted aren:

1. Will receive a copy of the Contamination control procedures and
General instructions to physicians and. technologists to be
employed as represented in the NRC license operation.

..

2. They will additionally be informed of the following:

a. The NRC byproduct license, its conditions and provisions for
St. Francis Hospital may be found in the RSO's office. It is
available for examination Monday - Friday from 7:00 - 3:30.

b. parts 19 and 20 of the Title 10 Chapter 1 Code of Federal
Regulations is also available for examination in the RSO's
office Monday - Friday frcm 7: 00 - 3:30 P.M.

c. It is the obligation of the employee to report any unsafe or
potentially unsafe conditions that may exist within the
restricted area. Should such a situation be observed,
immediately noti fy:

Berry L. Stewart, - 783-8171 Day; 784-0121. Night l
Radiologist on Duty - 8291 l

d. Pursuant to Section 19.13 of 10 CFR 19, each occupationally
exposed worker shall be apprised of his radiation exposure
reccrd including bioassay results. The notification shall be
made in writing if so requested.

3. Technologists will also be provided with a copy of the emergency l

procedures as outlined in the renewal application.

B. Other Individuals, i.e. housekeeping, security, clerical and i

transportation who frequent a restricted area, but do not routinely
handle radioactive material will be provided the information in
Addendum I.

!

C. NURSING STAFF EXPOSED TO PATIENTS CONTAINING THERAPEUTIC QUANTI-
TIES OF RADIONUCL. IDES

Nursing staff will be apprised orally and/or in writing of the
procedures for handling a patient containing therapeutic quanti-
ties of radioactive material. The information will be that included
in the application for license renewal, including fetal dose limits
and pregnancy notification procedures, j

They will additionally be provided orally and/or in writing,
information contained in Addendum I.

; D FEMALE EMPLOYEES OCCUPATIONALLY EXPOSED TO IONIZING RADIATION
4

Employees in the above category in addition to being provided
,

information as outlined above will be informed orally and/ or in )
writing of the possible health risks to children of women who are<

|
'

expos'ed to radiation during pregnancy, fetal dose limits pursuant
to 10 CFR 20. The text for instruction will be the Appendix to,

Regulatory Guide 8.13
,

ATT 8.1
'

-2- Mar. 14, 1995 ;
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ADDENDUM I

!

INSTRUCTIONS TO INDIVIDUALS Wi!O' FREQUENT A RESTRICTED AREA ;

,

As part of your routine job duties, you will he required to frequent -

restricted areas of the hospital containing radioactive material. The
areas in which this material is stored are o2t11ned on the enclosed
' drawing. The actual containers holding radioactive material will be
labeled with the following symbol: , , , , , , , |

4.4 |

.t* Ef
~

It'is imperative that'you do not remove any object bearing the-above 1

symbol from the area.
.

Although the levels of radiation exposure expected to be encountered
in these restricted areas is low, good radiation safety measures should )
be taken. No level of radiation exposure should be considered to be ;

safe; there is always the possibility however small, of harmful, ,

effects. I

In order to minimize your exposure to radioactive materials, the
safety principles of time, distance, and shielding should be applied,,

r that is:

1. Keep the time of exposure to radiation as short as possible.

'2. Maintain as great a distance as possible between the source of~

radiation and yourself.

3. place shielding material between the source of radiation and
3

yourself.

If you observe any condition in the restricted area that, appears to be,

t unsafe, (Wall monitor flashing RED in the Cobalt treatment room or
' continuous audible alarm in * * Ilot hdb) Icave the area immediately and ;

4

notify : |:
. |

! Berry b. Stewart - 783-8171 Day: 781-0121 ight I

| Nuilear.Med tech 783-8484 Day; 783-8291 Night
,

' Radiologist on Duty - 8291
i

i

i i

;. i

<

1
;

i4

!

!
.

'

-3- Att 8.1
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SAINT FRANCIS HOSPITAL CENTER
DEPARTMENT OF RADIOLOGY

POLICY AND PROCEDURE

ORIGIN DATE: JAN-01-86
DIVISION: NUCLEAR MED.

EMPLOYEE ORIENTATION FOR NUCLEAR MEDICINE
:

PURPOSES

To make all pertinent policies & procedures, equipment
operation, and standardized methods known to new employees.

|
1

POLICYs |

|

It is the policy of Nuclear Medicine to ensure that new |

employees are familiarized with the normal operation of the j
,

, department, all facets of their job responsibilities, and all '

..
saftey items involving their position.

.

PROCEDURES

| All new employees are required to attend the hospital
! orientation program. 1

'

i
'

All new technical and clerical employees will attend a
i class concerning the use of the hospital computer system.

| This is given and documented by Educational Service Department. ;

i. i

| All technical positions will be aclimated to the normal exam
! procedures by the current technical staff under the direction of

the Senior Staff Technologist and the Chief Technologist.
.

Tachnical employees required to take cal! will have a minimum of
6 weeks in the normal operation of the department and will be
instructed in the computer ordering, requisition recovery, and j

departmental charcing procedures. ;

All technical posations within 6 months of hire will have
available to them inservices on the following:

1. IV units, given by the IV team.;

2. 02 equipment and safety, given by Respiratory Therapy.
: 3. Dody mechanics, given by Educational Services.
I- 4. Radiation safety, given by the Radiation Safety Office.
4

All-positions will be made available for the normal
hospital-wide inservicing f or Fire, Mechanical, and Electrical
Safety when sheduled.

! Att 8.1
'

-4- Mar. 14.1995
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PROCEDURE FOR CALIBRATING SURVEY INSTRUMENTS
,

1. The source used for calibration.is a Cs-137 survey meter
calibrator with an activity of approximately 150 MCI, traceable"

to NBS.

2. The inverse square law and radioactive decay law will be used to
correct for change in exposure rate due to changes in distance :

and source decay.

3. A record will be made of each survey meter calibration.

4. A single point on a survey meter scale will be considered !

satisfactorily calibrated if the indicated exposure rate differs
from the calculated exposure rate by less than 20 percent.

,

5. Three kinds of scales are frequently found on survey meters.
.

a. Meters on which the user selects a linear scale must be
calibrated-at no less than two points on each scale. 'The
points should be at approximately 1/3 and 2/3 of full scale.

.b. Meters that have a multidecade logarithmic scale must be
calibrated at no less than one point on each decade and uo |
1ess than two points on one.of the decades. Those points
should be at approximately 1/3 and 2/3 of the decade,

c. Meters that have an automatically ranging digital display
device for indicating rates must be calibrated at no less than
one point on each decade and no less than two points on one of
the decades. Those points should be at approximately 1/3 and
2/3 of the decade. .

6. Readings above 1000 mR/hr will not be calibrated but. may be
checked for operation and approximately correct response.

7. At the time of calibration, the apparent exposure rate from a *

check source will be determined and recorded.

8. The procedure used to calibrate the survey meter will be that
recommended by the manufacturer of the Survey Meter Calibrator
unless noted otherwise on the report. The calibration will
include the following:

a. A description of the instrument that includes manufact.urer,
model number serial number and type of detector;,

b. The calibration source will be the Survey Meter Calibrator,
if a different source is used a description of t.he source
including exposure rate at a specified distance will be
included; j

c. For each calibrati.on point, the calculat.ed exposure rate, the
indicated exposure rate, the deduced correction factor ithe ]
calculated exposure rate divided by the indicated exposure l

rate), and the scale selected for the instrument:

ATT 9.2
Mar. 14, 1995
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d. The reading indicated with the instrument in the " battery j
check" mode (3f available); .

fe. The angle between the radiation flux field and the detector
will be perpendicular unless noted otherwise; j

f. For detectors with removable shielding, an indication of ;

whether the shielding was in place or removed during the
calibration procedure,

g. The apparent exposure rate f rom tre check source ;

h. The name of person performing the enlibration and the date of
the calibrat.i.on will be recorded.

9. The following information will be attached to the instrument as a
calibration sticker or tag-

4

a. The source that was used to calibrate the instrument if other !
t.han the Survey Meter Calibrator'

b. The proper deflection in the battery check mode (unless this
is clearly indicated on the instrument) and check mode is
present;

c. For each scale or decade, one of the following as appropriate:
1

(1) The' average correction factor (if > than 15 %) |

(2) A graph or graphs from which the correction factor for
each scale or decade may be deduced (if > than 15 %), or

(3) An indication that the scale was checked for function but
not calibrated or an indication that the scale was
inoperative;

d. The angle between the radiation flux and the detector during
the calibration if other than perpendicular;

e. The apparent exposure rate from the check source.

Note: One word reminders or symbols that are explained on the
Survey Meter Calibration Report may be used on the
calibration sticker.

ATT 9.2
-2- Mar. 14, 1995
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CALIE_IMTION QE p_QSE CALIBRATOR '

f

F

A. Sources Used for Linearity Test :

Linearity Check Source ( Tc -04-99m ) , 100 mci (+/- 10%) )

B. Sources used for Instrument Accuracy and Constancy :
1

Radionuclide Activity Date Accuracy

(mci)

Co-57 5.550 _0_1/01/93 f]- 5.0%

Cs _L31 '0.196 0_2/05/9J) + / Lt.0J

Co-60 0 ,_LO 2 O_11_L1LSD ]_. 1.0%
''

C. The procedure described in the instruction manual for
CALICllECK Dose Calibrator Linearity Test Kit will be*

used for Linearit.y determination. The procedures'

: described in Appendix C, Regulatory Guide 10.8, Revision
2 will used be for the remainder of the calibration of
the dose calibrator.

,

r

1

,

e

1

4

i
O

.
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RADIATION CAFETY ,ColOtITTEE' ' ''

!

ROCponsibility [
!

Tho Committee is resps* 7.ble for:
|

1. Ensuring that'all individuals who work with.or in the vicinity of ,

radioactive material have sufficient training and experience to :

enable them to perform their duties safely and in accordance with |
NRC regulations and the conditions of the license. ;

!
'

2. Ensuring that all se of radioactive material is conducted in a safe
manner in accordance with NRC regulations; the conditions of the
license; and is consistent with the ALARA philosophy and program. .

Duties:
'Th3 Committee shall:

;

1. Be familiar with all pertinent NRC regulations, the terms of the
license, and information submitted in support of the request for
license and its amendments. '

2. Review the training and experience of any individual who uses
radioactive material (including physicians, technologists, j
physicists and pharmacists) and determine that the qualifications

",
are\ sufficient to enable them to perform their duties safely and ine ;

accordance with NRC regulations and the conditions of the license..

3. Establish a program to ensure that all individuals whose duties may
require them to work in the vicinity of the radioactive material
(e.g, nursing, security, and housekeeping personnel) are properly
instructed as required by Section 19.12, of 10 CFR Part 19.

4.* Review and approve all requests for use of radioabtive !
material within the institution. ;

5. Prescribe special conditions that will be required during a proposed ;

use of radioactive material such as requirements for bioassays, j
physical examinations of users and special monitoring procedures. '

6. Review the entire radiation safety program at least annually to
- determine that all activities are being conducted safely and in
accordance with NRC regulations and the conditions of the license.
The review shall include an examination of all records, reports from

; the radiation safety officer, results of NRC inspection, written
j safety procedures and management control system.

7. Recommend remedial action to correct any deficiencies identified in
the radiation-safety program.

8. Maintain written records of all committee meetings, actions,;

recommendations, and decisions.

i 9. Ensure that the byproduct material license is amended, when
'

necessary, prior to any changes in facilities, equipment, policies,
;- procedures and personnel.

(1) Att. 10.1
Mar. 14, 1995
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1. Tha radiation safety committee shall meet as often as necessary to
conduct business, but not less than once in each calendar quarter.

2. Tha membership will include at least the following, an authorized
uccr for each type of use authorized by the license, the RSO,

a

r presentative of nursing service, and a representative ofAlternates may
man:gement who is neither RSO nor authorized user.
be cppointed by management to participate in meetings, as well as
cdjunct members deemed necessary.

3. Ta cstablish a quorum, one-half of the committee's membership, '

including the RSO or assistant RSO and the management
rcpresentative, must be present. :

.

.

" .

i

|

|

,- , ' ' , -*

: .

|

|
.

*
s

.

|

.

.
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ST. FRANCIS
HOSPITAL
CENTER
75th Anniversary

,

November 22, 1989
,

.

.

+

TO: All Employees

FROM: Paul J. Stitzel
President and CEO

|

S11 J: Delegation of Authority3

'

.

Berry L. Stewart, M.S., has been appointed Radiation Safety |
' Officer and is responsible for ensuring the safe use of i
radiation. The Radiation Safety Officer is responsible for !

managing the radiation safety program; identifying radiation
> safety problems; initiating, recommending, or providing

corrective actions; verifying implementation of corrective
actions; and ensuring compliance with regulations. The Radiation 1

Safety Officer is hereby delegated the authority necessary to
meet those responsibilities.

The Radiation Safety Officer is also responsible for assisting
the Radiation Safety Committee in performance of its duties.

.

.

Att. 10.1(3) Mar. 14, 1995

1600 Albany Street * Beech Grove,I ~4615f e~(355jf8t-3311

Serving Metropolitan Indianapolis for 75 Years e 1913-1988
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ADDENDUM TO ST. FRANCIS !!OSPITAL'S ALARA PROGRAMy

The Model Program for Maintaining Occupational Radiction
Exposures at Medical Institutions, ALARA has been adopted for use

,in our institution with the exceptions listed below:
*

,

(1). Under Management Commitment, de1, ate item 1, b.

We feel this independent a:tdit is not necessary
as a member of management is on the RSC and all
this information is availabic in the minutes of

,j. ;9, RSC meetings.a *
r

J '(2). Under Radiation Safety Of ficer, delete item 3,
'

a, (3) as is, and replace with the following-,, ,
!

''
The Radiation Safety Officer will review all

- radiation level surveys performed by Nucicar
Medicine personnel quarterly, to determine that

i all levcis are consistent with ALARA. -

Su'tveys about therapeutic f acilitics will be per- :
<

formed at the frequencies indicated by NUREQ-0339,
"Draf t Licensing Guido for Teletherapy Programs. "
These surveys will be reviewed by the RSO upon
completion.

.

i

*

i

|

# .

(1) Item 10.2
Mar. 14, 1995-
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APPENDIX 0,

;

,/
MODEL PROGRAM FOR MAINTAINING OCCUPATIONAL RADIATION EXPOSURES

. .

' AT MEDICAL INSTI'TUTIONS ALARA
'

ST. FRANCIS HOSPITAL, RADIATION T}EIAPY DEPT.
(Licensee's Name)

:

; AUG. 1h 1980
(Date)-

1 Management Commitment 2. Itadiahon Safety Commitice (RSC)I

We, the management of this (medical fachty,s. a. Review of Propowd Uwrs and Uses,

'

hospital, etc.). are committed to the program ' *-
described in this paper for keeping esposures (1) The R S(' will thoroughly review the

] (individual and collective) as low as is teamnably ilualifications of each applicant wit h'

. achievable ( ALAR A). In accord with this com. respect to the types and stuantities of'
mitment, we hereby describe an admmotrahve materials and uws for which he hai
organizatiors for radialion saf?ty and will deselop applied to ensure that the applicant will -,

the necessary written pohey. procedures, and be ahic to take appropriate measures to
instructions to foster the ALAR A concept with. maintam exposure ALARA.! in our institution. The organization willinclude
a Padiation Safety Committee (RSC)' and a (2) When considering a new une of byproductb ;g Radiation Safety Officer (RSO). material, the RSC will review the effortsf

of the applicant to maintain ekposure,

6 'Oj .
'

A LARA. The user should have systematired
procedures to ensure ALAR A and shall,

,. t f. have meorporated the use of special 'f
celuipment such as syringe shields tubber
gloves. etc.,in his proposed use.

'

+

( .1) 't he kSC wiH ensure that the user justifies
c. Modification to operating and mainten nce pro. his procedures und that dose will be ALARA

a

cedures and to equipment and facilities will be (indoidual and colicetnc).
made where. they will reduce exposures unless
the cost, in our judgment, is considered to be b. Delegation of Authority
unjustified. We will be able in demonstrate, if
necessary, that improvements have been sought, IThe judicious delegation of RSC authority is
that modifications have been tonsidered.andthat essential to the enforcernent of an ALARA'

they have been implemented where reasonable. pr ogr a m.)
Where rnodifications have been recommended
but nut hnplemented, we will be prepared to i1) The RSC will delegale authority to the
describe the teamns for not implementing them. RSO tor enforcement of the ALAR A

s'On s e p t.
d. In addition to maintaining dows to in.fisiduals

un far below the hmitt as is reasonably a61uevable, (2) The RSC wdl support the RSO in those
the sum of the doses received by all esposed instances where it is occesi.ary for the RSO
individuals will also be maintained at the lowest to auert his/her authority. Where the
practicable level, it would not be desirable, for RSO has been oveiruled. the f'ommitive
cAample, to hold the highest doses to mdividuals will record the basis for its action in the
to some fraction of the applicable limit if this minutes of the Committee's quarterly
involved caposing additional peopic and signif. mee ting.
icantly inceensing the sum of radiation doses
received by all involved individuals.

*

, r
g 'rivate practice ph)siclan ticenses du nor incluile an MSC. *1hc RM) on private prictice ph3siebn licensen mil assume the.

t
. "

resp..nnitdieurs of the RSC urnier $cchon 2.

.

(2) Item 10.2
'

Mar. 14, 1995
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c. Review of ALAR A Program . (2) 'l be RSO willensure that authorized users. :
workers, and ancillary personnct who may |(|} The RSC will encour pe all uwes toresicw he esposed to radiation will he instructed -

; current procedures and devciop new pro- in the ALARA plotosophy and informed ~-

cedures as appropriate to implement the that management, the RSC, and the RSO
f ALAR A concept, are committed . to implementing the

ALARA concept.
j

(2). The RSC will perform a quarterly resiew i

of occupational radiation expowre with c. Cooperative lifforts fer Developrnent of ALAR A )-

particular attention to instaneen where Procedures I
investigations: Levels in Tahic 0-1 helow

_

are execeded. 'lhe principal purpose of Radi.etion workers will he given opportunities
this review is to a+sess tremis m occupa- to partie;pate in formulation of the procedures
tional enposure os an indes of the Al ARA that they will1.e required to follow.
program quality and to decide if arthm es
warranted when luventigational Levsis are (1) The RSO will be in close conlaet with all
exceeded (sec Section 6).3 users and workers in order to develop

ALARA procedures for wo Ling with.

(M The RSC will evaluate our institution's radioactive rnaterials. .

overall efforts for maintaining expomves
ALAR A on an annual basis. This review (2) The RSO will estat.lish proceduces for
willinclude theciforts of the R50, autho- receiving and evaluating the suggestions of
riacd users, and workers as wcil as those individual workers for iruprosing health -

of management. physics practices and will encourage the
use of those procedures.

3. Radiation $afety Officer (RSO) *

d. Reviewing instances of Deviation from Good ,

s. Annual and Quarterly Peview ALAR A Practices i.

# r 'N ,
'Q..

.(1) Annual review of the radiation sately pn> lhe RSO will investigate all known instances
; pam. The RSO will perform an annual se- of deviation from good ALAR A practices and. - -

view of the radiation safety program for if possible, will sictermine the causes. When the
. j f adherence to ALARA concepts. Reviews cause is known, the RSO will require changes jv

of specific procedures may be conducted in the program to maintain exposures ALARA. l

cri a more frequent basis, ;i

4 Authorised Users j
(2) Quasterly review of occupational espo-

,

g

sures. The RSO will review at least quar. a. New Procedures involving Potential Radiation j

terly the external radiation esposures of limposures |
authorired uscrs and workers to determine
that their exposures arc ALARA in accord- (1) The authorized user will consult with.and
ance with the provisions of Section 6 of receive the approval of, the RSO and/or

,

this program RSC during the planning stage before using '

radioactive materials for a new procedure.
i

'
(2) The authorired user willevaluate all proce-

dures before using radioactive materials*

to ensure that esposures w 11 he kept
ALARA. This may be enhanced through
the application of trial runs.

h. Education Responsibilities for ALARA Program ;

h. Responsibility of Authorired User to Persons I

(l) The RSO will s.;hedule brisfings and educa- Under Ilis/ lier Supervision ;

tional sessions to inform workers of
ALARA program cfforts. (1) The authorized user will explain the

ALAR A concept and his/her commitruent
to maintain exposures ALARA to all per-

*

The NttC has emphasised that the investigational Levels in ilus
neram are noi new dame lemus but. as anted en 3Citr ke

'

pstrenmmendatinas or the internaiennal enmmushan on HaJ.rart 26,,. olopras (2) The' authorized user will ensure that pet. v
l'enersei.in. ocr e ma check sminis shove ulaith 41.e ernutes are snn., amred surn'cwadr 6menonne so ivatary rurther invcsi.nuana. Sons; under his/her supervision who are

(3) Item 10.2
*

iMar. 14, 1995
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subject to occupational radialmn espo. a. t)nailerly esposure of individu.sh to len than
sure are trained and educated m good investigational Level 1. I

0- health physics practices and in maintaimnp,

i
f.,

! exposures ALARA. 1 scept when deemed appropriate by the RSO
}

no further action will be taken in those cases '.

s where an individual's exposure is less than'

5. Persons Who Receive Occupational Radiation Exposure lable 0-1 values for the investigational LevelI.

3 a. The worker will be instructed in the ALARA b. l'ersonnel exposures equal to or greater than
concept and its relationship to working procc- Investigational Level 1. but less than Investiga-,

j dures and work conditions. tional Level II.
,

b. The worker wi'l know what ree"urws are .oail. 't he HSO will review the esposure of each imb-;

ch!c if he/she fech that ALAnA n not being t hf ual w hose quart erly es posures equat or cseced,

promoted on the job, lurest;gational Levell and will report the results
of the seviews at the first HSC meeting following.

6. Establishment of Insentlysthmal Levrls In Order to the quarter when the esposure was recorded. II.
Alos itor Individual Occupat(onal External Radiation the exposure does not equal or exceed Investiga- ,

Exposures tional Level 11, no action related specifically to
the exposure is required unless deemed appro-

This irntitution f or private praeucelherchy establishes priate by the Committee. The Committee will,
investigational Levels for occupational external radia- however, consider each such exposure in com-
tion exposure whleh, when execeded, will initute parison with those of others performing similar
review or investigation by the RSC and/or the RSO. Inks as an index of ALARA program quality
The investigational Levels that we have adopied are and will record the resiew in the Committee
listed in Table 01 below. These levels apply to the minu tes,

, , yxposure ofindividual workers.p

c. lisposure equal to or greater than Investiga-[ tional Level 11.,

Table 01

~0, " * 1he HSO willinvestigate in a timely manner the /'
Inwesrltorionet /.cycts e.mse(s) of all personnel en pnsures equating or ex-

(miems per calendar guarter) ceeding Investigational Level!! and,if warranted,
w di take action. A report of Ihe investigation, ac.

f.evel / l.es et // tmns Iaken,if any,and a copy of the individual's,

l'orm NHC 5 or its equivalent will be presented
I, Whole body; head.and 125 375 to the RSC at the first RSC meeting following

trunk ; active blood-forming completion of the investigation. The details of
orgens; lens of eyes; or these reports v-ill be tecntded in Ihe RSC minutes,
gonads Committee minutes will be sent to the manage-

ment of this institution for review. Tne minutes,2. llands and forearms;fect 1875 M25 containing details of the investigation, will be j
,

and ankles made available to NRC inspectors for review at
the time of the next inspection.

3, Skin of whole body *- 750 2250
d Reestabinhment of an individual occupational

- worker's investigational Leveill to a levelabove i
Not acimatly septicahte to nuclear menticine operationi encept hM in Mk R

ihow usins signiricant quantines or beca<mienna isosopes.

In cases where a worker's or a group of workers'
exposures need to exceed Irn estigational Levei ll,,

a new, higher Investigational Level || may be
The Radiation Safety Officer will review and record established on the basis that it is consistent with
on Form NRC 5, " Current Occupational External good ALAR A practices for that individual or i
Radiation Exposures," or an equivalent form (e.g., group. Justification for a new Investigational
donimeter processor's report), results of personnel L:vei ll will be documented.
monitoring not less than onec in any calendas quarter !

as required by $ 20A01 of 10 CFR part 20. The follow. 't he RSC will review thejustification for, and will f |'

ing actions will be taken at the investigational Levels approve, all revisions of Investigational Level 11.,,

. j as stated in Table 01 : In such cases uhen the exposure equals orexceed*
s

*

.

I

. (4) Item 10.2
Mar. 14, 1995
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the newly established Innstyational f.eveill, J (
--

*

those actions Idled in parJfrJph 6.C above Will SignalufC 3,

I*I*"*** &Qj,ij f()
7. Signature of Certifying Official NJn c (print or type) \ |d

/ C' k OLb* I v '

I hereby ecrtify that this institution (or private prac-'
I

_-

tice) has implemented the ALARA Program set forth Titic
above.

Institution (or Private Practice) Name and Address:
t

"The pers..n uhu is uthurinJ t.. rnde seienninuu nis reir the '
.

*

J n .....ir,s...n ..r ii.e n,inni..n. ( c. n..sen : >J n.n sir ine) nr.
.

n the sage er a pr.valf f f Maire,ilst lasentrJ pts) sis.an.

,

';'

.,

-
,

.

.

,

e

*f." r ..
,

M f
'

- .
, ~

.

n

|.
!

|

|

.

i
.

J

'
1

, .
_

!-

' ' .

~ + - - -- -.
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LEAK TESTING SEALED SOURCES

1. All sources tested will be listed.

2 '. All:Cs-137 brachytherapy sources will be wipe' tested !
simultaneously. (They are listed individually on the
Activity sheet.

3. This will be done using a= cotton swap to wipe the
sources while they are in their storage drawers.

4. .If the results of this test exceed the permissible
limits, then the sources will be wipe tested on an
individual basis to identify the problem source.

5. The source carrier and surface of the L-Block shield
will be wipe t.ested.

G. The shielded storage cont,ainer of the beta applicator ]
will be wiped.

1

7. For larger sealed sources the wipe will be taken near ;

the ra,'intion port and on the activating mechanism. j

8. For the to'etherapy machine, the wipe will be taken with
the source in the off position. The following areas
will be wipei: the aren near the shutter mechanism ; the
primary and secondary collimators and trimmers.

9. All sources u.11 be tested with an individual cotton
swab and iden,1fied, with the exception noted in #2
above.

10. The samples will be analyzed as follows:

a. An instrument that is sufficient.ly sensitive to detect
0.005 microcuries will be used.

;;

b. To estimate the efficiency of the analyzing system, a
,

check source with a certified activity will be used.
4

If the appropriate isot. ope is not available the a>

certified source with a similar spectrum will be used.

c. The sample will be counted in the same geometry as the
certified check sources..

I

d. The wipe sample counts per minute will be recorded for
each source tested, then the est.imated activity in,

microcuries will-be calculated based on the activity ;
'

measured with the certified sources..

ATT 10.3
-1- Mar 14, 1995
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i .

1
5

L e e
! )

I |
2 ,

i i

f e. If the wipe sample activity is 0.005 microcuries or ;

greater, notify.the RSO. The source will'be withdrawn ;
,

i. from service to be repaired or discarded. The.NRC will- |
!. be no t.1 f i etl ~ i f it is a regulated source, |
1. .

& .

be signed and dated. !

8

i g. The results will

;

l
i

i

,

I

i

|

?
J

!

;

;

!

i
i

;

I

!

ATT 10.3
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CONTAMIEAILQN CORIRQh_PRQ_CEDl!BES AND

9ENERA LIE RTRWIl 0NLIQ_ Ell.Y S 1HIANE_ANILTEGRNO kQMATA,,

'On1'y those persons who satisfy the criteria found in 10 CFR 35 and-4

: 'who are' named.in Item'7 of this application shall-be authorized to
j- use radionuclides.
;

' ' Caret'u1' techniques and extreme persona 1' cleanliness are t.h e primary
means of preventing contamination-and entrance of radioactivity.into.

; tho' body. Therefore, the following rules should be observed in
J radionuclide laboratories where unsealed sources are used or stored.
.

} 1. Order shall be maintained according to the dictates of good house-
' keeping procedures. Wast.e or contaminated materials shall not be
~

permitted to accumulate,
i

! 2. Eating, drinking, smoking or applying make-up as well as storage of
i food, d ri nks , or personal effects will not, be permit.ted in a

restricted area.
i

3. Pipetting by.mout.h will not be permit.ted in a restricted area. A
j bulb should be used to pipette radioactive material.
;.

!. 4. Personnel monitoring devices shall be worn while frequenting the re-

|
st.ricted area. Finger exposure monitors will be used during elution
of generators, during preparations, assay, in.jection of3

3 radiopharamaceuticals, and when holding patients during procedures.
1
4' 5. Technetium-99m shall.be assayed for Mo-99m content. If the Tc-99m is

.

found to: cont.ain great.cr than 1 uC1 of Mo-99 per mci of Tc-99m i t.>

I will'not be considered acceptable for" human use. Similarly, if-
great.er t.han 5 uCi of Mo-99 would be present for administration to7

j. the p a t. i e n t. , the Tc-99m will not be considered acceptable for human
'

.uSe,
a

6. All radionuelides and radiopharmaceuticals will be assayed for acti-
v i t.y prior to administration to a patient.. The dosage will not. be

;. administered if the dosage is more than 10 percent off from the
i' prescribed dose. A log will be kept of the date, radionuclide or

radiopharmaceutical and activity administered to each patient.

| .

7. Laboratory coats or othet protective outer garments and disposable
.

-gloves should be worn while handling radioactive material. To avoid
spread of cont. amination, remove gloves at work area and remove lab
coat before leaving the Nuclear Medicine facility.

8. Personnel who handle radioact.ive materials should monitor t. heir
hands, and clot.hing prior to leaving a rest.ricted area.

9. Areas in which radioactive materials are handled shall be monitored.
This includes a wipe test of storage, preparation, and
administration areas (at least once per week). The survey shall be
recorded.

ATT 10.1
-1- Mar. 11, 1995
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10'.' Contaminated equipment or equipment suspected of contamination

shall=be isolated in a designated lab or storage area and should be
monitored before being removed from the. laboratory.

11. Removable contam1n'ation shall not be allowed to remain.
Radioactive waste disposal will be in designated, labeled,.and
properly shielded receptacles.

'12. Work surfaces should be covered'with disposable absorbent paper and
trays should be used for carrying out manipulations of radioactive
niat.erials where spillage may occur. The t. rays should be covered
with absorbent plastic-backed material. The absorbent mat.erial
.should.be changed when measurable radioactivity has built up or
when t. hey are unsuitable for'further work. These materials should- J

be treated as radioactive waste. |

13. procedures involving gaseous, volatile or dust-forming radio- j
active materials shall be confined to hoods or glove boxes when
appropriate. ;

14. Radioactive' solutions shall be confined in covered containers which
are. plainly identified and labeled with name of compound,
radionuclide, date activity and radiation level if applicable. ;

i

15. Syringes and unit dosages will be labeled with the :

radiopharmaceutical name or abbreviation, type of study, or the !

pat.ients name. A log book or computer log will be used to record i

'

at a minimum the following information: Isotope, name of compound,
the date and time of' receipt, or preparat. ion, total prepared
ac t. i v i t y , specific activity, at a specified time, t tal volume ;

prepared, total volume remaining, the measured activity of each '

patient dosage, j
1

16. Disposable supplies should.be used whenever possible.

17. All radiopharmaceuticals shall be manipulated behind suitable
shielding. Remote handling devices should be used whenever prac-
tical. All vials and syringes should be shielded during prepaca-
t. ion and administration of pat.ient doses.

18. Open wounds on exposed body surfaces shall be properly dressed and |
prot.ected before working with radioact.ive materials. |

19. All radioactive materials including flood sources, syringes, and
waste will be transported in shielded containers.

i
;

:

!,

1

|

!

ATT 10,1
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PROCEDURES FOR ORDERING AND RECEIVING RADIOACTIVE MATERIAL

1. The Chief Nuclear Medicine Technologist or his designate will place
all orders for radioactive material and will ensure that the
requested materials and quantities are authorized by the license and i

that possession limits are not exceeded. See attached description.

2. During normal working hours carriers will be instructed to deliver
radioactive packages directly to the Nuclear Medicine Department.

l3. During off-duty hours the carrier will deliver the radioactive
i

pachages to.the Nuclear Medicine Department and deposit the material I

in the locked storage area. The carrier has a key. ,

!
4. If for some reason the carrier can not access the locked storage

area during off-duty hours, security personnel will accept delivery
1

of radioactive packages in accordance with the procedures outline in |.

Department of Radiology's memorandum (attached). I

< ,

I

e

|,

a. y,P

*g ''.

m, ;

w

a

'
.
,

*

|

'

.

t .

*
.

e

. >
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PROCEDURE FOR ORDERING RADIOPIIARMACEUTICALS

1

1. The Nuclear Medicine Personnel will list the patients-name and
scheduled exam on the Schedule Board in the Nuclear Medicine
Department after receiving a request.

.

; 2. ,The evening before the scheduled exams, the designated Nuclear
Medicine Technologist will call the Radiopharmacy and request the
number of particular doses for each scheduled exam. The
radiopharamaceuticals are ordered in exam batches, not for

'

individual patients.

3. The Radiopharmacy have the acceptable dose ranges for each exam
pe r fo rmed .

.

1. When the radiopharmaceuticals arrive they ar; jlaced in the hot
lab, grouped by exam type, in their indivi6aal shielded container.

5. When the technologist prepares to sdminister the
radiopharmaceutical to the patient, the technologist assays the

call' rator and writes it on the label on theactivity in the dose o
syringe container.

~

# C6. + ''Xf ter injecting the patient, the patients name is written on the
label.,.

O

7. ~.,After injecting the patient, a copy of the label is removed from
the container and secured in a log book.*

,

8. The used syringe is returned to the shielded container, placed in j
the transport case and returned to the, radiopharmacy.

,

i

i
1

1

.

!
.

.

.

l

|
|

>

l
1
1
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j- MEMORANDUM FOR: Secu ity Personnel

{ FROM: Radicilogical Services
,

I 'UBJECT: RECEIPT OF PACKAGES CONTAINING RADIOACTIVE' MATERIAL jS

)-
,

i- L Anyf packageW containing radioactive material that arrive |
'between+4':30'PM and"7:00'AM,:or on Saturdays and Sundays |

~

'
-

4

; - shall be delivered to the Emergency Department snd signed for '

by-the Security Guard on duty and taken immediately to the j
3

| Nuclear: Medicine Department. Unloch-the door and place the ,

; package on. top of the_ counter'next to the sink,'and relock ,

j' the' door:. I

;. :T f the package is wet or appears to be damaged, immediately
. !

,

' contact the' hospital Radiation Safety Officer, or Nuclear
! Medicine. technologist. Ask the carrier to remain at the'

hospital-until i t can be determined that neither he nor the#

i delivery vehicle is contaminated.
j

i RADIATION-SAFETY OFFICER: Berry L. S tewa r t. , M.S.
-

OFFICE Pi1ONE: 783-8171 ,

!' llOME PHONE: 784-0121 1

i !
\

'

. NUCLEAR MEDICINE TECilNOLOGIST l
2

! OFFICE P110NE: 783-8484
; ON |. CA LL : 783-8291
0 :

! I

1

.i- .

; ;

{ |
t

;

!

I
f

:

,

J

:

. ,

!

J

;

,
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j; DEPARTMENT OF RADIOLOGY ;

) DIVISION OF NUCLEAR HEDICINE ;

j ST. FRANCIS HOSPITAL CENTER
i 1600 ALBANY STREET
. BEECH GROVE, INDIANA
i

<

| N#3S.IND_PEOCFAU3E_F_OJ_J9QJEE-lj)1_JHERAP_Y PAIIENIS ,

'' EXpKEDJE9_30 mci
1- !

[ 1. The patient is to have N.O_ personal articles that he/she
'

wishen'to keep. (EXCEPTION: GLASSES & HEARING AID) - '

,

j 2. PJEGNANT OR LACIATJNQ nurses are MO_T to attend patient. -

; 3. Nurses are to follow the attendance times on the
worksheet..

4. Nurses are to wear their individual film badge while
i;

( caring for patient. '

,

\

5. USE rubber glove when working in the patient's roons and j.;

f dispose of them in the trash receptacles provided by j
: Nuclear Medicine. i.

,.

)'

|' 6. All linen is to be placed in the receptacle provided for <

I
j linen.

: 1
; 7. Instruct ALL PATIENTS (male & female) to urinate in a

sitting position, wear latex gloves, and to flush thet

toilet TWO (2) times after each use.4
i

;

8. NO visitors for the fi rst 24 hours. Visitors are-

4 permitted after the first day with the exception of j
. persons younger than 25 years of age and pregnnnt or !

| lactating women, They are to follow the nursing
;' ' attendance times and are not allowed any closer to the

patient than 6 feet. Visitors must report to the
nursing station before entering patients room.

VISITING SHOULD BE DISCOURAGED.
,

9. EMERGENCY INSTRUCTIONS ---- If vomiting or incontinence
occurs within the first 48 hours after dosing: ,

,

,

| Contact Nuclear Medicine at ext. 8484 Mon-Fri 7am - Spm.
;

i Nuclear Med tech on call ext. 8291 or
| Berry Stewart RSO 784-0121
; Radiologist on call ext. 8291

i

'

ATT 10.14,
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L-L31 METAS_TAILc IILYRQ.LD. TRE{MEY PROTOCQL, ;
i

,

I 19DJXFcL31 EXQgEplRQ 30 mCl

].
'

j- 1. Put patient in privato isolction room Prefer room 915.

i or 914 on nine tower.
!

! ,2. Have patient. wear hospital gown. No personal clothing.

:

i 3. Floor.is to collect all clothing, sheets, etc., in
plastic bag. This is to be stored in radionuclide waste
room. Save t.hese in separat.e' bags.In waste room.

|).
? 4. Instruct ALL' PATIENTS (male & female) to urinate in a )

,

sitt.ing position, wear latex gloves, and'to flush the .

| t'llet. TWO (2) times after each use. ;o
,

5. After administering the J-131 to the patient., measure
,

t.he exposure rate at one meter from the patient's
,

abdomen. Should be approximately 25 mR/hr.
J

"

|

| G ~. . Record exposure rate on patient"s c ha r t. .
1

:. 7. Post signs on patient's: chart; bed; room door; and
i. Cardex. .

i:
n 8. Check pat.icnt every day and measure exposure rate from i

pat. i ent 's neck at a dist.ance of 1 meter. Record on |r

: chart. When exposure rate is 6.6 mR/hr or less, patient. ;

| may be released.
,

! I

i 9. Check patient every day and measure exposure rate (R)
a t. (2) feet and (6) feet t.o figure nursing attendance

j' times. R ( mR/ h r ') Enter time in chart.

Z = Nursing att.endance time in minutes.,

; D= 10 mr per day (Max. allowable exposure for nursing)
I Y = At.tendance time in hours.

'

R = Exposure rate at distance from patient
,

(Y) = IDl ; (Z) (Y) X (60)=

(R)*

10. Any individual nurse is permitted to attend the patient
ONbY'one (1) time during t he stay, and then QNIJ

,

according t.o the recommended nursing attendance times.

11. A final survey of the patient's room must be done before
4 t.he room can be released for use by anot.her patient.
1

<

J

)

ATT 10.11 |
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O OSt. FrandlO Hospital & Henich Centers
Beech Gmve, TM1*na*

Nursing Sezvices JA4niscration
.

'

Pxotocol: Care of the Pacienc Receivim _Zodine 1312herapy
.1

Purpose: Tb outline the nursim nanagement of the patient zeoelvim 1Mim
131 chezapy.

Level: Interrkr=vknc

Socpe: 9 Tbwer
_

,

i bpeccad cucocine of cares
,

2b provide pacient, stntf, and visitor e v & L. lex 1 and'

i innwHnce idericificacion of carplications of Li-m apy. '

! .

'

Patient 2enchim: ,

! Achdtting will incify 9 2buer wher1 a paties1C is sMsled for
j adrnissicx1. Prior to che psdenc's adnissicx1, a 9 2tmer RX

will ccx1cacc the pacienc ac hcme to initiate paciene t~r-My
: arxi to estnh144 a s wit. 2be following to be discussed *i,

* , , > . with che pacienc:~
,.

':
d

Ew. A Plevnings8

- tb personal belongings other chan glasses, denturas and hearing
. h

''

pacienc desizes adittianal belongings, they nusaids. If a;

know thac &]m7 rgs will be scornd after ^4mm1===1 and not4
M mmoe pacients to bring nagazines,_t ret w wi for 3 ax21chs. 2

i mmles, ecc. (tbac nay be thzcwn amay) to help occupy cine.,

Itinm hard r-=wfy (ie lerticx2 drma) cc suck cr2 to A s e che*

radioactive abse co che salivazy glands.
!
!

! Visicors
|

- tb r~M Teher1 mvim- 18 years of age or lactacim or pquiDC
i visitors allcwed.- Eb visitors are allcmed during the first 24 hours (except in
e unusual situacict1s where approved by the actmung physiciac) .

D_"-fm che r=4M" of the pacienc's hospital stay, expceure

: cine for visitors will be the satte as for p t + "I ac 6 fcoc
; discance for chat day. Refer to sorksheec cx1 fzct1c of charc.
; - Visitors aust war isolacicx1 atmarel (gown, dim vahle

gloves /fooc cxwers) while visicing cienc.a

- Isolacicx1 Svwrel will be arzt dispossd of in y&
;

cmcainess within che pncienc zocm.
,

4

9 tine /Scccl/E1nesis .

- Paciencs wL11 use che toilec in the zoca for both urine and
,

!

ATT 10.14'
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CNam of the Pahlenc Receiving I-131 Therapy

strol. Instrucc patierst to ekr1 disp nah1e gicves before use of
toilec. Flush twice after ends use. Metz will sic 0:2 urinace to
eliminate =n1==hing. If unable, use utinal arxi pour carefully
inco toilec. Discard gloves and wsh hands cMztughly.

: - If vcmiting occurs within 48 hours, scnacx1e fzan NL1 clear
Wicim will assist in the cleaning. melfy your nurse
inmediacely. A dinn anhle msh basin W111 be avn4inhle for.

vemicing.
-

.

Isolaticx1 i,

- Will be placed in g cpe:~.ial isolation rccm (1915) . Patienc
t

: cannoc leave the ztem uncil zadioaccive exx1caminacict1
; precautions are lifted.

^
.

- There will be liccle p&wal ccr1 tact. i, .

- my ccmunicate through abar, via intextczn or pirrae. ;

- Bring nug=v4=, ecc., thac can be thrtun away. \
- TV will be w:1rking.
- mtify dietary of isolaticx1 - paper-pinducts only. -

.

! Pzuparatict1 of Rocxn: Prior to A "49, Sticlear Mecticine persannel will ,

nssisc with the prepnzatices of the xtan. (T915) \

L'..
.

- Floccs, chairs, tables to be c'7vered with paper or chuxe. >

, 7" (mclear Medicine)-

. - 2bsels, gowns, linen, and all bedside supplies will be placed in
~ rocm. (wrsing) 1

- Pacient should have no pwal belongimt excepc glasses,,
,

dentures and h== ring aids. (mtsing) .

~'
;

- 7%o receptacles are to be in rocm, cx1e for crash /ct1e for linen.
} (Mclear Medicine)

- Obtain a d4an ==hle BP cuff /stetia.44 (Mrsing)
> - Radiaticr1 Isolaticx1 anrc to be outside of roca (NLttsing)

- D,Lvs2ble Artbu Bag cutside of .rtcm (NLarsing)

General: Chmlece actnissicr1 assessemnt sheet prior to cbsing (usually
pacients are acknitted and dased sane day).
- Assure that all lab sork/x-rays have bees 1 ccnpleted, especially

75K level. (15K lew.ls are cx11y zun a1 ft:rxiay-W Miny-Friday
i and take 3 h:vre.)
; -

- All ucmen of child bearing age nusc have a pregnancy test
ccurpleted prior to Am= 4_ng. (Use Ackninistrative Eblicy and

i Procedure #660.01 as a guide).
- Ratove all pacienc Minngdma f:cm rocm.
- A technician fran mclear Wir~4m and the Radiolcgist w111 crxte

to che f]oor*to 2 44niacer Iodine 131.

mtsing Cnre
- Staff will have m4nial ccx1 tact with t.he pacienc.'

- Staff will crJce medicacions, meal tray and ocher needed supplies
inside the cacienc's recm atx? place thern cx1 che bedside cable
jusc inside che <+ r, for che pacienc to obcain.

- Scaff wuJ. ccminnicace wich the pacienc tzon hallwy/incercan
every shifc/ptn. msc hue visnal ccx1cacc ac leesc every shifc .

frexn cbczt.ny.

ATT 10.14,
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che Pacien'c Receiving I L31 %e

- Laccacim or pregranc staff shxld noc be assigned to care for
McLeric.- Staff will noc enter recrn inless an -yoxy situaticr1 arises.
Before enterim: gosus, gicn,w, cover hair and shoes, and nask.
Discard covez1Dgs in proper cc:1cainers with1a che pacier1c's
roctn..

- Paciertc's sell-being' will noc be .n1=& its jecpardy.
- M cify charge nurse in ICU and CCU of a potencial Ct;de Blue.

,

Leave the cart cutside of racin and brim in crily necessary
,

SQul rier1c. Record all erfdoyees present.f- In che ever1t of a code, ywcesi in a _m"=1 fashicr1. M clear-

Medicine will provide evaluaticr1 intrediately follcwing the code
,

sicuacicr2.
- Rocate statf so chat they are not assigned for Bncienc Cnre acre

chan 8 hours per 1rmspitaliracion. Mrses will folicw the *accakwa times ces the uczksheet located ces the pacienc's
.

chart. A councer will be sczn when enterim pacier1C rccza.
- Bedside chart fanns will be kept aucside the rocrn.
- If vctnit1ng or inccrl:inence occurs wichin tie first 48 h:xits .

:

after dcming, nacify che Mclear Medicine Departmer1c at 8484 or' .

Mcisar Medicine 7%ch ct1 call far clean up (call 8291 to find
, cut sbo is cr1 call).

' -',F Medicat.fcrs:
t-'

1. Hay wWn1nter Tigan 200 m St5positary, cr3e every 4 - 6 hours
,,

ptn !ct nausea /vcinicing.
v. I

r a i

IE allemic to Tigan, call Radiologist.

- Mcify che radiologisc ct1 call of any pict11 ems that cccur. \
'

!
-

,

- Diet or to cbsim should be clear liquids. !GC for 2 hours |'

cely before cbse. Raimin cr1 clear liquid 2-4 hcurs afcer i
*

cbsing then diet as at h:ve. krce fluids after clear liquids, |

fdiec as coleraced Irf pacienc.
4 * m red fccd dye auf no seafccd for one seek after receivim

ckm. Flush any left over focd cbun toilet to prevr1c cdor Ezczn ,

'

; susce;
|

Vital Signs
Will be taken ct1 a pm basis. A dis m ahle BP cuif and
scechosccpe will be ct: the isolacical cart. 01ce used, they will
retrain in the pacienc's zocin.

Ebst Acknissicr1 Patienc Teaching: Assess pacienc knowleck]e regardim .

tMing ccurpleted prior to adnissicn. Answer any questicr1s the |

pacient/significanc other nay have.
The folicwing will be discussed in addician to clw Pze-Adnissicr1
Tbaching.

.

ATT 10.14
(5) Har. 14 1995
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Onze of the n1cienc dng I 131 naerapy
.

Elindnaticx1
- Pacients will use the toilet in the rocm for both ut.use and
stool. Instrucc patient to et:n A4ph1e gloves before use of
collet. Flush twice after each use. Mer1 will sic to urh3 ace ca
eliminate m1a=him. If urable, use urinal arxl pour carefully
into collec. Discard gloves arxi s.esh hands thoroughly.

Liner 1
- All i frw1 is to be n1=M in large cantainers (provided by ,

&cime Medicine) lined with red plastic bags and p1=M ac foot !

of pacienc's bed. Q:nrairwrs to be picked up by N1 clear.

bsv41eina.
- Pacienc will have 2 full size sheets, 2 draw abeets, 3 towls, 3 |

==+1othes and 3 gcunn in rocm prior to doeing. !.

l
uxdting/Nnusen '

,

If vcmiting occurs within the first 48 hours, contact the nurse j
; innwHately so thac che & clant Medicine Dqcartrienc can be i

cantacted. If at all possible, vcmit in a dinm==hle msh basin \

to prevenc ccr1taminacion. Do noc use a:esis basin. .

Bath
Patienc nay take spange bath, tb showrs, tub baths, or
shmgi--ing. The dirty s.ater fzan a s yca 4 6 bath should be

5y collected in a basin and duriped into the toilec and flushed x 2.l'"

G ' Medicaticns
Patient will be giver 1 zoutine hxe neds as ordered by physician.,

lbstruct pacient en =+r4nintraticx1 of msnwitory.'' .-

4

Dccummcacicr2: Ctrrplete pe.ht pru cers cr2 flow sheet. Cp:hte care
1 plaat and cettplete 24 hour y m css noces. Documanc patient 1

teaching on w + iate forms. |
.

Dischazge Planning /Patier1C 21eaching'

All patience who have had Radioactive Zodine-131 will have the
following patient coaching docu:nmced upct1 d4 =ehanje:
Cpon diardssal patier1cs and/or their significanc other will ,

'veztalize hre care. Patients will zeceive a ccpy of the Mrsing
,

Discharge Stumary and Inst:uccicn Sheec.

Medianticns
Take as dizected by physician.
Specifically ask about thyroid nedicacicos.

Activicy
As tolerated azound bxe, urtless otherwise specified.

Diec
Previcus hre diet, unless othezwise instructed by physician.
tb red feed dye or saa food for crae week follodra cbee.

Eliminaticx1
Chr1cinue to flush toilet twice after each use for 2 weks. tb
acher precauticns need to be caken. M11es should sit to urinace
or ccnc1nue to use a urinal.

.

ATT 10.14
(6) Mar. 14, 1995
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of the Pacient Rece1 vim I 131 Therapy

Special Pnecaucians
to noc 1mid any sin 11 children for 2 weeks after dismissal.

P =m, sippim, church, ecc. for 2 weeks.Noc co go in czouded l

Sleep alcne and to sexual relacicr2s for 2 weeks.
Limic contacc with family, friends, ctrildren utxier 18 yeam of age
or pregnanc/laccacim u: men for 2 weeks.

|Cell physician for any problems or concerns.

Ebliow Lp Visit
on11 for follow up visic with physician as inscructed by the

|

physician.
-

.

dew % By: 9 lbwer (Medical..autglan1)1
:-

\

Date: 1986

'

Carmictee Appivvals a:xf Dece:

bh89Pad 1acion Safecy Cdrmiccee:
6/28/90)/4/909

t Phazmacy & 'Dmptics cutmiccee:,

Mrsim o mM1 Scandazds: 04/28/94.-

' Dhicacicn Scandards Ctnmictee: 3/16/94
lone
'

Refertnces,f.

Sc. Fzancis Hospital Mrsim Prowl, N1rsing Chm for Iodine 131 Therapy \~
~Pacients, 10/3/91. l

St. Pzancis Hospital Center, Department cf Radiology Divisicts of Mclent>

Medicine, N1rsint hw ames for IM4nn 131 "heracy Patients Exceedin7 30'

DCT, Revisicr2 June 1990.-

Sc. Francis Ebspical Center, Department of Radiolcgy, Divisict1 of N1 clear'

Medicine, Imine 131 Cancer Theracy thrksheec, Jtine 1990.
:

Rn~11, Rebecca, .W, MSN, r1inical Mrse Sper-1n14sc - F%ruary 1994.
,

I.Hencz, Debby, N1rsi m Manager, Surgical Chit - February 1994.

Stinscr1, Jim, CMir, Assistanc Chief, Mclear Medicine - 2/94.
1 ;Perkins, Orrin, PC, N1 clear Medicine - 2/94.

<

.

AFproved by: Marsir>g 0 ,m M T !

Vice-Presidenc of Pacienc Services Dnce

,

,

A61.Pzoto/I-131/cherapy
05/02/94

ATT 10.14
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SAINT FRANCIS HOSPITAL CENTER
DEFARTMENT OF RADIOLOGICAL SERVICES

' NUCLEAR MEDICINE DIVISION
1

POST IODINE-131 PATIENT INSTRUCTIONS
.

1

-
.

1. Should sleep alone for the next three (?,) days.
*

'

2. If possible use a separate toilet from other family members
for the next t'hree (3) days. Plush to31et twice after use.

,

3. Clean any urine spills with toilet paper and flush down *

toilet

4. Avoid close, extended contact with small children for
the next three (3) days. Examin a car for an hour or more,ple - do not sit next to someone~, ,

5- do not have a child sit on your-

lap for an hour or more, etc...

0

casual contact is acceptable which would be at a distance of
.f' three (3) feet or more.

> DO NOT kiss or hold infants for the next three (3) ' days .

5. DO NOT BREAST FEED for the next two (2) weeks.3

6. Check with your referring physician for information
on restarting your medication.

7. Make an appointment at 6 months from dosing with I-131
to see your referring physician for check-up.

.

e

.

*
,

.

.

.

.

.

.

ATT 10.14.
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SAINT FRANCIS !!OSPITAL CENTER*

DEPARTMENT OF RADIOLOGY
,

POLICY'AND PROCEDURE*

.

' '

NO. 722.33 EFFECTIVE DATE: MAR-01-89
DIVISION: NUCLEAR MED

<

TECHNOLOOIST THYROID BIOASSAY FOR THERAPEUTIC I-131 USE

*
PURPOSE:

,

To provide radiatior$ safety monitoring of I-131 thyroid uptake in .

occupational workers (CFR Part 35.315,a,8)
,

i

~

POLICY: ,

The Nuclear Medicine Department will provide a method of
monitoring the thyroid burden of occupational workers involved
,with the therapeutic use of I-131 requiring the patient to be- .. " Ifospitalized (more than 30.0 aci). ,

'

J
.

PROCEDURE:
;

All personnel which prepared or administered or assisted in
preparing or administering the dose of I-131 will, witbin 3 days

S after the usage, perform a bioassay.
, .

. .

t ..

Bio' assay is as follows:
* *

;
4

; Utilize the ADC Thyroid probe.
1

'

i .

; .

On the." THYROID BIOASSAY FOR RADIOIODINE - WORKSHEET"
,

*

1. Do a two (2) minute count over the neck, record. i

2. Do a two (2) minute count for background, record.
3. Record the Detector Efficiency (EFF)

: 4. Record the Minimum Detectable Activity (MDA)

5. Radiation Safety vrficer to get worksheet.

| 6. Calculations will be done and if Thyroid" Burden is considered
: significant, additional blood work will be required.

7. Negative results of the Bioassay testing will be reported
i at the quaterly Radiation Safety Committe meetings.

.

ATT 10.14
(9) Mar. 14,1995

_

__ _ _ _ _ _ _ . _ _ _ _ . . . - _ ~ . ---



,___ _ _ _ _. __

A ^
..

U l
~

,

.
~

l.

I
SAINT FRANCIS HOSPITAL CENTER |.

DEPARTMENT OF RADIOLOGY
NUCLEAR. MEDICINE DIVISION !

. -

,

TRYROID BIOASSAY FOR RADIOIODINE - WORKSHERT,

,

Personnel Qa_t,g,
1

Name: 88#: |- -

Date of Exposure: / / Dose Used: MCI>

' ssssssssssssssssssssssssssssssssssssssssssssssssss
. .

1. Gross Thyroid: ots. / min count time = __ opa
'

'
, .

.

'

Eauinment pg,ts,
1 .*', Countfng Instrument: _ S N # ,_,,

'

y--

1; * Standard Used: Standard Activity: UCI
'

,, - sassasssssssss****ssssss**sssssssssssssssssastassts,

2. Room Background: ots. / min count time opa

h3. Gross Standard: ots. / min count time z opa-

.

Detector Efficiency (EFF)

Efficiency = cpm /uCi (Net Std. cpm / uCi in Std.)

1
1'

MJnimum Detectable Activity (MDA)
|

3 R/t R = Bkg opa'

MDA = uCi MDA = -----
,

t Bkg count time (min)
EFF

.

.,

Thyroid Burden Caculations

Thyroid Burden = uCi (Net Thyroid opa / EFF) |

ATT 10,14(10) Mar. 14, 1995,
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PROCEDURE FOR RADIATION SAFETY DURING IMPLANT TilERAPY

1. All patients treated with brachytherapy sources will be placed in.a
private room with toilet. Preferably 915 or 914.

2..The' patient's room will be properly posted in accordance witn,

'20.105(b) of 10 CFR Part 20.
.

3. Surveys of the patient's room and adjacent areas on the same floor
will be conducted as soor, as practicable after sources are,

' implanted. The rooms above and below will not be surveyed unless
loaded with sources th't exceed 80 mqRaeg's of Cs-'

tho' implant is a
137.*

* Based on the f ac t.s : (1) to prevent patient anxiety in the rooms
above and below the implants; (2) the floor decks are 12 feet
apart, and are 6 inches of concrete; (3) the average implant is

: less than 50 hours in duration; (4) 80% of the implants are less
than 25 mgRaeq's; (5) measurements made in the rooms above andt
below the room used for implants with 87.41 mgRacq of Cs-137 in'

i free space were less t.han 1.5 mR/hr.
:
1 Exposure rate measurements will be taken at the patients bedside,
: three feet, away and at the entrance to the room.

The Ra'diation Safety Officer or his designate will then determine
how long a person may remoin at these positions and will post these
times in the patients chart.

4. The form, Nursing Instructionu for Patients Treated wit.h
Brachytherapy Sources, will be completed immediately after sources
are implanted and placed in the patient's chart.

5. Radiation levels in unrestricted areas will conform to the
requi rement s o f Section 20.105( b ) , 10 CFR Part 20,

6. Nurses will use personnel dosimeters when caring for the pa t i e ri t .

]
7. At the conclusion of treatment., a survey will be performed to ensure j

that. all sources have been removed from the patient and accounted !

for. All warning signs will be removed and pocket dosimeters will
be returned to the departcent,

i
8. I ns t.ruc t i on s to Nurses i

a. Special restrictions may be noted on the precaut. ion sheet in the
patient's chart. Nursing should read these instructions before
administering to the patient. Call the Radiation Therapy Dept.
if you have any questions about the care of these patients.

b. Nurses should spend the minimum necessary time near a patient for
routine care.

c. A film badge, or pocket dosimeter will be available outside the
room along with a log sheet to record the dusjmeter readings.

ATT 10.15
-1- Mar. 14, 1995
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1

O O
'd.,If'possible pregnant nurses should .-

*not'be assigned t'o ~ theLpersonal care of these patients.

,

>

e. Never touch. needles , capsules or. containers holding
brachytherapy sources. If sources become dislodged use long
forceps and'put them in the shielded container provided; contact *

the~ Radiation Therapy Dept. immediately.

|

f. Bed bath by the nurse should be omitted while the sources are in ;

; place. ,

;
.

;

.

./
J

!

I

:

!

|

:
i

|

ATT 10.15
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PROCEDURE FOR SEALED SOURCES
!

a. STORAGE. i

i

All sealed sources used for brachytherapy are stored within a )
4 inch lead safe. I

i
.

b. SAFE HANDLING OF BRAClIYTHERAP) SOURCES .{

1. Never handle radioactive therapy sources directly with the
hands. Always use forceps or other special tools to
manipulate these sources. ,

t

!

2. To keep your whole body radiation dose to a minimum when !

!working with radioactive sources, always stand behind the
special shield provided for this purpose. You should observe ,

the sources through the leaded glass appended to the shield i

top and work as quickly as practical. ,

3. Unusual manipulations should be tested in advance with non- '

radioactive dummy. sources to find the most rapid and
efficacious manner of performing t. hem.

4. Any removal or return of sources to the permanent storage
vault, must be recorded in the log book to insure that the
location of all sources is known at all times.

5. Unless a source transfer is being conducted, the storage
vault. will be locked and the room will not be accessible to
unauthorized personnel. !

6. perform and record leak tests on the sources every six (G)
months.

7. Perform and record an inventory of the sources on a quarterly
basis.

I

DETERMINING EXTREHITY DOSE
l

TLD rings Are provided for personnel who must handle brachy-
therapy sources,

c. TRANSPORTATION

All brachytherapy sources are transported in a shielded carrier.
A radioactive materials caution label is affixed to the
: cylinder.

]

d. ACCOUNTABILITY

A record of issue and return of all sealed sources shall be
kept. To confirm the removal of the implant at the end of the
treatment, a source count shall be done as well as a radiation I
survey of the patient. A Physical inventory shall be made at
least.every six months and a writ, ten record kept.

ATT 10.15
-3- Mar. 14, 1995
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i
.

.

e ,- S U llV E Y S - -

;

Exposure rate' measurements will be taken at the patient's
,

bedside..: .three . feet away and at th'e entrance-to the patient's j
room. ,

f
IA survey will be performed at the conclusion of the treatment to

ensure'that all sources have been removed from the patient and ;

;the room,

:
.

!
!

i
;

i

!
!
!
>

i

b

(
,

i

;

i
,

t

'
i

|
<

|

|
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IIIGH DOSE RATE REMOTE AFTERLOADER |

A. Jn+anded Use
'l

' ~

4

The.MicroSelectron-HDR system'is intended to be used for |
intraluminal, intracavitary,- interstitial and intraoperative j
treatment of. cancer. i

!

D. Proposed Users: i

!
The device will be used by the. individuals on our current license |
listed to use Group 35.400 materials. !

!

C. Training.of Individuals:
;

On-site. training will be provided by the Manufacturer, including
1. raining in programming, and operating the device as well as !

Emergency Procedures. (See training enclosure.)
,
.

The procedure for unloading or loading sources from transport
container are part of the on-site training.

1

The source will be installed by a qualified representative of ;

Nucletron.
.

The training and inst. ructions will be provided by a qualified ;

representative of Nuclet.ron Corporation, and refresher training will |
be provided on an annual basis.

The> unit.will not be'used unless there is an individual who has been
'

trained in t.he use of the unit and the Emergency Procedures, on- ,

s i t.e .

!Individuals who use the unit wil] be inserviced annually on the use
of the unit.. Topics will include: programming, operation, and
. Emergency Procedures. Also " dry-runs" of emergency procedures will
take place at time intervals not to exceed t.welve (12) months.

ID. Facilities:

a. The unit will be placed in the Cobalt-60 Therapy Room. The room
currently houses a Picker C9 Cobalt unit NRC License N 13-02128-02.
Drawings enclosed attachment. ATT 9.1.

b. There -is a TV System for continuous viewing of the patient. If this
system fails there is also a mirror system that enables constant
viewing of the patient..

c. There is an interiock on the treatment room door which when opened
will initiate a "Stop" sequence on the Selectron Computer. There is
an Emergency Stop button mounted in t.h e room an.well as on the
MicroSelectron-HDR itae)f.

,

!

|
As the room is also a Cobalt-60 Therapy Room, it is currently a :

restricted area and so indicated by signs and warning lights.
!

When the MicroSelectron-HDR is in use the Cobalt unit. will be turned !

off and the key secured.

ATT 10.15 |
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There is-a Monitor in'the-room to serve as an independent indicator ,

- of the| presence of radiation; indicating that the source is or is.not '

4 ' in the " safe" condition.

[ Once the entry interlock is tripped it must be reset to activate the
| unit.

-d. The maximum on time in any'8. hour period should not exceed 2 hours. ;*

The maximum exposure rates in adjacent areas are:

I . Area Exposure (mR/hr)
~

Corridor ~ 0.238
P

i Control Room 1.603

Film Storage 0.047 !

j -Accelerator Room <0.001

Floor Dirt Fill ,

i
f E. Operating procedures:

|
a. Prior'to use, appropriate staff will be provided with written

operat.ing procedures. These procedures will include: policies for
securing unit, daily checks as required by NRC (*), assurance that
.only patient is'in room when unit is in the on mode, and i

confirmation of treatment time calculation.
!

(*) NOTE: Daily checks will be done, only on the days the unit will be
,

used to treat patients. )

b. The dose or activity accuracy will be determined, in air with a
calibrated dosimetry system, to within i 10% on an annual basis or

,

aft.er each source change. )
1

c. The calibrated dosimetry system will meet the requirements of lOCFR
35.630, and the primary chamber will be a re-entrant type chamber.

1
d. The timer accuracy and cource travel time will be determined at the ;

time dose-accuracy is measured if a re-entrant chamber is not used
for calibration.

e. Constancy checks will be performed on at least a quarterly basis

'f. .The calibrations will be performed by a qualified physicist, our
physicist is Berry L. Stewart, M.S., who is on our current license.

i

F. Emergency Procedures- |

-A Copy of the Emergency procedures will be posted near the control i
console. They will be similar to the copy of the emergency
procedures enclosed.

ATT 10.15
-6- Mar. 14, 1995
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G. -Lealc Test :- >

.

Leak' testing is done by the manufacturer and-tlie source will be.on
site less.than five months , therefore additional. leak; testing is i
not required. -

!
*

H. Waste:Disposa1:

Sources will be returned to the vendor'or someone who is licensed by f
.the'NRC to receive byproduct material. ;

i
;

i

i

!

.

*

|

1

:
.I

i
'l

l
i

I

i

,

1

ATT 10.16
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EMEbENCY PROCEDbES.

.

| FOR
microSelectron-HDR *lr

| IF THE SOURCE FAILS TO RETURN TO THE SAFE :

!

1. Depress RED EMERGENCY STOP BUTTON on master emergency stop switch, if the.

; oource retracts, go to step 7, otherwise stop 2.
i

'

2. Enter the treatment room. !,

'
i * PUSH down on the nooses panel on top of the treatment unit to access the GOLD hand
t crank. Tum it in the direction of the arrows until it blocks.

* If the source retracts, go to step 7, otherwise step 3.
.

''
e w n w ce.nk sansk Hans creak

\-

| -

!
l

/) '/
5 .fs*

/f| rr - /-
e w in.r.

(|g
s

4 ) /-- 's,., i,, , ,

M! --
-

>
.

Access Panel Location Gold Hand Crank Location

3. Disconnect the applicator from the machine. Move the machine well away from the patient.

4. Check the patient for radiation if detected, remove the applicator from the patient, ensuring
that radiation is confined to the applicator.

;

5. IMMEDIATELY' assist the patient from the room. A suitably qualifieci person must now
ensure that the applicator is shielded.

,

,

6. Leave the room. Close the door. Mark it NO ENTRY.
t

7. Retain the treatment data iwintout and contact the following:1

my.ici.t: 3.i.O.f.v..*..r..d.. . . ... .-. w. ...f..O.!.. -.Sem.4--.Z.RY.'." /
oocroc. .K.....tny.as..,...M.b....... ... u. .. 2.!.2.L.. ..- -. - --- - -

Nucletron
r+ . . a..: n: ... ........ ... -. . . Tel..-...-.....~......--.~.-------.~.

f~fdC ~$3h .2) V9'

The unintended radiation does to which those present have been subjected should be !
estimated and recorded by a suitably qualified person. /) TT /0 /5'

her. , /Y, /9 9f
-
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WASTE DISPOSAL PROCEDURES
i
i

f

We-will establish and implement the general guidance and |

model procedures for waste disposal that were published in -

Appendix-R to Regulatory Guide 10.8, Revision 2. * '

* The residue.1 activity of the radiopharmaceutical left in
the syringe is returned to the Radiopharmacy. t

t

f

r

;
.

|

< 1

4

1

| '

i
.
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,

;

}
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!
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!
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JAN 1.41997

Michael D. Vollmer
Vice President Professional Services
St. Francis Hospital and Health Centers
1600 Albany Street
Beech Grove, IN 46107

Dear Mr. Vollmer:

Enclosed is Amendment No. 23 renewing your NRC Material License No. 13-02128-03 in
accordance with your request.

Please review the enclosed document carefully and be sure that you understand all
- conditions. If there are any errors or questions, please notify the U.S. Nuclear Regulatory
Commission, Region ill office at (630) 829-9887 so that we can provide appropriate
corrections and answers.

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
program involving byproduct materials in accordance with the conditions of your NRC
license, representations made in your license application, and NRC regulations. In
particular, note that you must:

1. Operate in accordance with NRC regulations 10 CFR Part 19, " Notices, Instructions
and Reports to Workers; inspections," 10 CFR Part 20, " Standards for Protection
Against Radiation," and other applicable regulations.

2. Notify NRC, in writing, within 30 days:

a. When an authorized user or Radiation Safety Officer permanently
discontinues performance of duties under the license or has a name change;
or

b. When the licensee's mailing address changes (no fee is required if the
location of byproduct material remains the same).

3. In accordance with 10 CFR 30.36(b) and/or license condition, notify NRC,
promptly, in writing, and request termination of the license when you decide to
terminato all activities involving materials authorized under the license.



-
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M. Vollmer -2-

4. Request and obtain a 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 as |
'en authorized user under the license;

c. Change Radiation Safety Officers;

d. Order byproduct materialin excess of the amount, or radionuclide, or form
different than authorized on the license;

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

f. Change ownership of your organization.
,

5. Submit a complete renewal application with proper fee or termination request at
least 30 days before the expiration date of your license. You will receive a
reminder notice approximately 90 days before the expiration date. Possession of j

| byproduct material after your license expires is a violation of NRC regulations. A
license will not normally be renewed, except on a case-by-case basis, in instances

{ where licensed material has never been possessed or used. j

,

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
true and correct to the best of the applicant's knowledge. The signatory for the
application should be the licensee or certifying official rather than a consultant. I

,

!

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

Iagainst 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 Policy and Procedures for NRC Enforcement Actions. Since serious consequences
to employees arid the public can result from failure to comply with NRC requirements,

,

|

|
\

|
'

i
i

!
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i

M. Vollmer -3-

prompt and vigorous enforcement action will be taken when dealing with licensees who do

{ not achieve the necessary meticulous attention to detail and the high standard of

| compliance which NRC expects of its licensees.

Sincerely,
a

a

Original Signed By
Gidget Watson-

Nuclear Materials Licensing Branch

License No. 13-02128-03
Docket No. 030-09398

i

! Enclosure: Amendment No. 23
i

!

t

,

i

i

DOCUMENT NAME: M:\03OO9398.CL7
To r:ceive a copy of this document, indicate in the box: "C" = Copy without attachment / enclosure "E" =

Copy with attachment / enclosure "N" = No copy

OFFICE DNMS/ Rill

NAME GWatson:brt
DATE 01//rj /97(rW

OFFICIAL RECORD COPY
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;o ** ST. FIMNCIS D \ '

HOSPHAL ,

& HEALTH
CENTERS

!om speahy h ufe

10/09/96

t

U.S. Nuclear Regulatory Commission, Region III
Materials Licensing Section
801 Warrenville Road
Lisle, Il 60532-4351

Reference: Control # 398362
,

Dear Ms. Watson -

The enclosed information is in response to your request
for additional information regarding the renewal of St.
Francis Hospital's Materials License #13-02128-03.

Training Program

/
1. The initial training (for new users), and refresher

training on an annual basis will be provided by the !

manufacturer. Trainee's competency will be determined
by the manufacturer's instructor, most probably by
demonstration to the instructor. Training records ,

provided by the manufacturer will be maintained for a
period of at least three years. Retraining will
include dry runs of emergency procedures. Ref. Item
ATT 10.15 section C. of application dated 3/14/95.

Facilities:

|2.a The patient is under constant observation during
treatments via closed circuit TV system, and intercom.
The patient is also visible via a mirror system that
can be seen thru the window in the door if the TV
system should fail, also audio communication is
possible thru the door. If visual or audio
communication is not possible, patient treatment will
be suspended until such time communication is possible.

/
2.b If during the interlock check there is a malfunction

and it is determined repairs are needed, service will
be called and the unit will be locked in the OFF
position and used only to affect repairs until such
time that proper interlock function is restored.

2.c The console keys are located in the desk drawer in the
locked control room, when not in use. RECEIVED
A copy of the emergency procedures is enclosed.2.d
Briefly to enter the treatment room in an emergenH9V 0 6 896
situation, the following would occur;

REGION III
1600 Albany Street Beech Grove, IN 46107 . (317) 787 3311

DOV 0 6 TBS



O O-
.

2.e The radiation monitor is checked with a dedicated check
source, each day the treatment unit will be used, for
proper operation. The results will be documented and
any identified problems with the monitor will be
addressed by repair or. replacement. The monitor
provides a visible indication of radiation and can be
seen upon entering the treatment room. The monitor has
a back-up power supply independent of the treatment
unit.

Compliance with Restricted / Unrestricted Area Radiation
- Levels:

3. Following source replacement, a survey will be
performed to determine the maximum radiation levels at
10 cm from the surface of the Treatment unit with the
source in the shielded position. This survey will be
performed by either the Vendor Service Rep, immediately
after the source replacement, or the Radiation Safety
officer prior to use. The survey will be reviewed by
the RSO, initialed and dated.

To assure compliance with the limits set forth in
10 CFR 20.1201 and 10 CFR 20.1301 for restricted and
unrestricted areas, a survey will be performed with the
maximum strength source (10.0 Curies) of all
surrounding areas with the source in the exposed
position. Unless the source activity is greater than
that used for the initial survey, or structural changes
are made in the facility, the initial survey will be ,

; sufficient to demonstrate the above compliance.
! (See ATT 10.15 dated 3/14/95, Section D.d. for
; calculations of the maximum exposure levels in adjacent

! areas.) )
|,

If source strength is greater than the maximum activity |

used or there are structural changes then a new area
,

survey will be performed.
,
i

| The results of all surveys will be maintained for the
; duration of the license.
!

Pursuant to 10 CFR 20.1904, at least one " Caution
i Radioactive Materials" label will be affixed to the

treatment unit.

| Operating Procedures
1

! 4.a The treatment room will be secured when unattended.

! 4.b Treatment planning removable media will be labelled
with patients name and ID number.

1

\*

:

.-
-
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4.c See enclosure RO-32 (III) V. I

1

4.d See enclosure RO-32 (III) V.

4.e See Enclosure RO-32 (III) CC.
I

4.f See Enclosure RO-32 (III) DD. I

l

4.g Written, as well as verbal instructions will be provided
to individuals assigned to complete the daily and ;

monthly safety checks, if other than the physicist of
'

record.

Daily Checks'

5.a See enclosure RO-33 1.

5.b See enclosure RO-33 1.

5.c See enclosure RO-33 5.

5.d See enclosure RO-33 12 & 13.5

5.e See enclosure RO-33 12 & 13.

5.g The results of the daily checks including the results
and initials of individual performing checks will be i

maintained for at least three years. j
i

4

Monthly Checks:

6.a Source position accuracy will be determined to within |

1 mm of the programed position.

6.b Timer accuracy will be determined.\

6.c Source guide tubes will be measured prior to use to l

assure agreement 1 mm. I

6.d Per manufacturer recommendation, the battery test will
be performed on a quarterly basis at the time of source
replacement by the manufacturer's representative.

6e. The records of the monthly checks will be maintained for !
a minimum of three years and will include: |
date of check; results of check; position of accuracy I

check programed and actual; the initials of individual |
performing the checks. I

i

Calibration of Afterloading Device

7a. See enclosure ATT 10.15 dated Sep 30, 1996 (E.f).

1

j

l
;

.
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7.b See enclosure ATT 10.15 dated Sep 30, 1996 (E.b; B.c).

7.c The calibration records will be maintained for at least
three years and will contain the following:

the manufacturer's name, model number, and serial number
for both the HDR and source;

the manufacturer's name and model numbers of the
dosimetry system used for calibration;

the name of individual who performed the calibration;
,

the apparent activity of the HDR , the manufacturer's
expected activity (corrected for decay), agreement
should be within 5%.

7.d As the medical physicist will be doing the calibration,
any measurement discrepancies will be known.

7.e The HDR unit will be calibrated on a quarterly basis
after source replacement, prior to the first use of the

,

new source for patient treatments. ;'

7.f Source homogeneity will be confirmed via
autoradiography. ;

|4

7.g The dosimetry system that will be used to perform |
calibrations is made up of a Keithley electrometer or
equivalent and a Standard Imaging Inc. HDR-1000
re-entrant chamber. The system will be calibrated by an )
accredited calibration at intervals not exceeding two j

years. The calibration records will be maintained.
'

,

7.h The source inventory will be performed on at least a i

quarterly basis, via autoradiography. The records will !4

be maintained in accordance with 10 CFR 35.59(g).

Emergency Procedures

8.a See enclosure ATT 10.15 dated Sep. 30, 1996 F.

8.b After the patient is removed to a safe area in an
emergent situation and the source has been placed in a
shielded container, the room will be locked and posted
NO ENTRY, and secured until source recovery is started
by the manufacturer.

8.c Emergency source recovery equipment, including a
shielded container, and remote handling tools, will be
stored in the treatment room. At this time there are no
procedures performed that would require the surgical
removal of an applicator or the cutting of the source

a cable. If in the future the nature of our practice
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changes, then the contents of the emergency recovery kit
will be addresced.

8.d See enclosure RO-33a.

Maintenance

9. Maintenance and repair will be performed by the
manufacturer at the manufacturer's recommended frequency
and to the manufacturer's specifications. All records

,

of service and inspections provided by the manufacturer
will be maintained for the duration of the device's use.

If you have any further questions, please feel free to
contact Berry L. St ewart, M3, RSO at 317-783-8171.

Sincerely,

[
Lois Slemp Vice
President
Prof. Services

I

i
I

I

I

|

Enclosures: |

l

- - - - - - - - - - ----- -- K
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& nucletron*
CF service corporation

|
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NUCLETRON TRAINING SEMINAR

institution: N MaedJ
Cfty, State, Z]p: / k g ,er,ug,'z w ,

i
f

<

1. Teaching Alaa Used

Users Manual 4._ ;

fApplicators & Accessories
Source Container & Dumeny Sources K
Other

2. TopicsCovered

Explanationof Rernote Afterloading X
Kfixplanationof Radiation Protection

|

Applications Apolicators & Accessories gemment Ooeration

Bronchus Bronchus Treatment Unit )( j

Interstitial GYN Handling Y ;

Intracavitary- Esophagus Power Requiremer ts r I
,

|intraoperative interstitial Console 6
, _ , ,

Other Treatment < |

Start A |

interrupt K
4

Emergency Stop (
Alarm & Error Codes A

Radioactive Source: Yd1 j

isotope

!Becetting Shlopina

Unpacking b. Release N

Acceptance >c Packing X j
'

Calibration 'S Documents K
N

installation X Measurements K Emergency Procedures

All areas marked were covered during training

h b LAL .

'

"ns L; __ . jl '

i

!
Tine / Tide

$~ E ] ' f
Date Date

|

*Ust of all attendees secompanlee this form

- . _ _ _
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EMERGENCY PROCEDURES-

FOR
T microSelectron-HDR 1921rj IF THE SOURCE FAILS TO RETURN TO THE SAFE
:

| 1. Depress RED EMERGENCY STOP BUTTON on master emergency stop switch. if the
p source retracts, go to step 7, otherwise step 2.
a
, 2. Enter the treatment room.
t

I

* PUSH down on the access panel on top of the treatment unit to access the GOLD handi

crank. Tum it in the direction of the arrows until it blocks.

* If the soume retracts, go to step 7, otherwise step 3.
'

--
' '

o w M e er e u sknoneonwe
__

.

.

_ f )|
'

/
y. .n
v- f , .

_ -

Push here 4 |
s i / /' sea. m \ 4 /

.

E>i w en.nekwee.iw
~,

Access Panet Location Gold Hand Crank Loestion

3. Disconnect the applicator from the machine. Move the machine well away from the patient.
)

4. Check the patient for radiation. If detected, remove the applicator from the patient, ensuring
that radiation is confined to the applicator.

| S. IMMEDIATELY' assist the patient fm the room. A suitably qualified person must now
/ ensure that the applicator is shielded.

6. Leave the room. Close the door. Mark it NO ENTRY.

7. Retain the treatment data Mntout and contact the following:

w B.,.fi.e.v.a.xi .
.- ... u. .t.l.1..!.. ...E*.m...< 7H:.Pn /

Docton . 6....$.ny.04..f.N.O. . m. ...?!..?..!.... ... -. .- .... . .....

"
Nucletron
%2-native: .... ....... . .. TI....................-........

|~fdu -35h .2.% V9,

! The unintended radiation dose to which those present have been subjected should be
j estir sated and recorded by a suitably qualified person. A TT /O /f
| h e r. , IV, 19 9f
I
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HIGH DOSE RATE REMOTE AFTERLOADER
A. Intended Use:

The MicroSelectron-HDR system is intended to be used for
intraluminal, intracavitary, interstitial and intraoperative
treatment of cancer.

B.' Proposed Users:

The device will be used by the individuals on our current license
listed to use Group 35.400 materials.

C. Training of Individuals:

On-site training will be provided by the Manufacturer, including !
training in programming, and operating the device as well as
Emergency Procedures. (See training enclosure.)

The procedure for unloading or loading sources from transport. I

container are part of the on-site training,

The source will be installed by a qualified representative of
Nucletron. j

The training and instructions will be provided by a qualified
representative of Nucletron Corporation, and refresher training will j

be provided on an annual basis. )
i
iThe unit will not be used unless there is an individual who has been

trained in the use of the unit and the Emergency Procedures, on-
site.

Individuals who use the unit will be inserviced annually on the use
of the unit. Topics will include: programming, operation, and

' Emergency Procedures. Also " dry-runs" of emergency procedures will
take place at time intervals not to exceed twelve (12) months.

D. Facilities:

a. The unit will be placed in the Cobalt-60 Therapy Room. The room
formerly housed a Picker C9 Cobalt unit NRC License N 13-02128-02.
Drawings enclosed attachment ATT 9.1.*

i

b. There is a TV system for continuous viewing of the patient. If this
system fails there is also a mirror system that enables constant
viewing of the patient.

c. There is an interlock on the treatment room door which when opened
will initiate a "Stop" sequence on the Selectron Computer. There is
an Emergency Stop button mounted in the room as well as on the
MicroSelectron-HDR itself.

Thg, room is currently a restricted area and so inslicate_d by sictns.

ATT 10.15
-5- Sep. 30, 1996

.
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i'
ThereLis a: Monitor in the. room to serve as an independent indicator. ;

of.the presence of radiation indicating that the. source is,or is not
in'the " safe" condition.g

..
Once the entry-interlock is tripped it must be reset by key.to |
activate the unit. I5

J

| d. The maximum on time in any 8' hour period should not exceed 2 hours. |

4

;<
'

TheEmaximum exposure rates in adjacent areas are:

:' Area Exposure (mR/hr) .
-

| Corridor 0.238

Control Room' 1.603
4

{- Film Storage 0.047

Accelerator Room- <0.001
.

Floor Dirt Fill-

E .'
1- .

.

[ E.. Operating procedures:

a. Prior to use,. appropriate staff'will be provided with written
,

j- operating procedures. These procedures will include: policies for
; securing unit, daily checks as required by NRC (*), assurance that

only patient is in room when unit is in the on mode, and#

; confirmation of treatment time calculation.

(*) . NOTE: Daily checks will be done, only on the days the unit will be
used to treat patients,

b. The dose or acti"ity accuracy will be determined, in air with a
calibrated dos'..... ~ system, to within 5% after each source
change. >

c. The calibrate 6 '+ "ry system will meet the requirements of 10 CFR !
.

35.630, ud tN pramt ry chamber will be a re-entrant type chamber.
,

d. The timer ace ', and source travel time will be determined at the
time dose accura.:y is measured,if a re-entrant chamber is not used
for calibration.

e. Constancy checks will be performed on at least a quarterly basis

f. The. calibrations will be performed by a qualified physicist, our
physicist is. Berry L. Stewart, M.S., who is on our current license.

F.' Emergency Procedures: l

A Copy of the Emergency Procedures will be posted near the control |
console. They will be'similar to the copy of the emergency I

procedures enclosed.-

ATT 10.15
-6- Sep. 30, 1996

,. , _ , - . - - . _ , . _ . ._- - . _ _-
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jSAINT FRANCIS HOSPITAL CENTER
DEPARTMENT OF RADIOLOGY |

POLICY AND PROCEDURE

NO. 721. EFFECTIVE DATE: JUL-01-88 )
DIVISION: RAD. ONC. l

REVISION DATE: SEP-01-96 |
|

IR-192 HDR APPLICATION )

PURPOSE:
1

This document establishes the process by which the |
Radiation Oncology Department administers a high. dose 1

rate brachytherapy treatment. )
1

. POLICY:

It is the policy of Radiation Oncology to ensure that U

all radiation treatments using the HDR Remote-
afterloader are given to the appropriate site, and
normal tissues are not subjected to unnecessary
radiation.

PROCEDURE:

A. Patients are referred to the Radiation Oncology
Department for radiation therapy.

! i

! B. Prior to the initiation of this treatment the patient |

will have a consultation with the Radiation Oncologist.
The procedure will be explained to the patient prior to ;4

: treatment, and a consent form will be signed,
i

j C. Using information provided by the referring physician,
: and the information obtained during the consultation
i with the patient, the Radiation Oncologist will

determine the therapy desired based on established
criteria.,

D. The treatment procedure is a multiple stage process.'

i The first stage involves the placement of the treatment
catheter. This will be accomplished by the referring l"

physician, who is credentialed to perform Bronchoscopies |,

; at SFHC, and Endoscopy personnel using a portable j

Bronchoscopy unit in the Simulator room, by a4-

Radiologist in the Special Procedures room in X-Ray, or
,

j- GYN Applicators will be placed by the Radiation
~ Oncologist in the simulator rm or Surgery.
t

(I)
4 E. The patient will either report to Radiation Oncology, X- |

Ray or to Endoscopy prior to the ocheduled treatment ),:

: time to be premedicated. This is at the discretion of |

! the Physician doing the Bronchoscopy Procedure or
catheter placement.

;

RO-32
L i

! |
2

,. .. - , , - - - - - , - - . - - . . - . . . - - - --.- - - - - - - - - - - - - - - - - - - - - - - - - - - - .-
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F. If the patient reports to Endo first, the patient will
be premedicated and brought to the Radiation Oncology
Dept. by Endo for the Bronchoscopy Procedure.

G. The patient will be transferred and secured (strapped)
to the simulator couch and the Bronchoscopy performed
for Endobronchial Procedures.

H .. During the Bronchoscopy Procedure the Physician.will
place the endbronchial applicatot with the assistance of
the Radiation Oncologist.

I. When the applicator (s) has been placed the physician
removes the Bronchoscope over the applicator catheter.

J. At this time the Physician performing the Bronchoscopy
is finished. If the paticut is deemed by the endo
personnel to be stable, the patient will be released to
Radiation Oncology. If the patient is not deemed stable
the Endo personnel will remain and monitor the patient
for the duration and if need be, return the patient to
the endoscopy department to be recovered after the
completion of the treatment.

K. When the patient is released to Rad. Onc. the patient

| will be monitored by the Rad. Onc. Nurse.
,

1-
'

(II)
,

'

L. After placement of the catheter, the catheter will be
loaded with dummy seeds. The patient will be located on

.

the planning jig and Anterior and Lateral films will be
| taken.
,

j M. The Radiation Oncologist will identify the treatment
volume on the films and prescribe a dose.

N. The Dosimetrist will then take the films and run a
'

computerized treatment plan to determine the dwell
times. Dose calculations will be checked by a second
party, when possible, prior to the initiating treatment.

.

O. After films have been approved the patient can be
removed from the simulator table and placed on a cart
with the siderails up.

P. When the treatment plan is complete it will be reviewed
by the physician and initialed to indicate his approval
and it's agreement with the written directive .

(III)

Q. When the plan is approved the patient will be taken to
the treatment room.

,

R. The connector will be placed on the applicator and the
applicator connected to the HDR Unit.
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S. The proper dwell positions and times will be then
programed into the control unit.

T. BEFORE TREATMENT the programed positions and. times will
be checked and initialed by a second party.

U. The treatment will then be given. During the entire
treatment, the patient will be monitored via TV and
Intercom, and the Physician and medical physicist will
be present.

V. Upon completion of the treatment, the patient, ap-
plicators and unit will be surveyed with a survey meter
to assure the source has returned to the storage safe.
The results of the survey will be recorded asnd
maintained

W. After the survey, the applicator will be disconnected
from the unit and the connector removed. The Nurse will
then remove the catheter, clean it and send it to be
sterilized or dispose as indicated.

X. The hardcopy of the treatment will be placed in the
patients chart along with the computer plan.

,

,

Z. Then, depending upon the patients condition, the patient i

will either be released to go home or returned to l'

Special Procedures recovery where he/she will continue j

to be monitored until released.
'

AA. Patients from X-Ray will be returned to the Specials
Room for removal of catheter as determined by the
Radio'ogist and handled as a regular special procedure
patient.

BB. Administrative Policy 735.01 Anesthesia Monitoring of
Patient Receiving local anesthesia and/or sedative type
medication will be followed.

CC. No treatment procedure will be conducted for which a
decoupled or jammed source cannot be removed
expeditiously from the patient and securred. The
ultimate decision on treatment remains with the
authorized user.

.

DD. Nursing personnel will be provided specific (written)
instructions as needed.

APPROVED BY : Radiation Oncology P&P/QA Committee -- 7/93

........................ .....................

Edgardo Sayoc, M.D. Joan Andrews,
Chairman Radiation Oncology Director Oncolocy

4

k

........................

Berry L. Stewart, M.S.
Medical Physicist
RO-32 Revised : 9/01/96
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| MICRO-SELECTRON HDR OPERATING PROCEDURES >

On the day of an HDR application the following checks must be
performed prior to any patient treatments.i

t

'! 1. Check; radiation monitor with dedicated check source. IV
,

RDd intercom are operational. Record rad monitor check.
'

; 2. With the key, turn the unit on and program the unit for
a 10 second time at dwell position #10. ;

3. Without connecting an applicator attempt to initiate
treatment. An error (#42) should occur.'

;

IF ERROR DOES NOT OCCUR, STOPl

Notify Physics Immediately. ;

} 4. Attach the Source Ruler to the indexer. Initiate
i treatment via the START button. ;

i
; 5. Observe that the source indication lights on the control

console are illuminated and the in room monitor is'

; illuminated when the source is in the treatment mode and
{ the Safe light is illuminated when in the non-treatment
! mode.
I
! 6. Depress the INTERRUPT button observe that the source
I returns to the safe as indicated by the console lights

! and the in room monitor.
4

| 7. Enter the room and note the reading on the check ruler.
! It should indicate 980.5 1.0.
t

| IF NOT NOTIFY PHYSICS IMMEDIATELY!

8. Return to the console, close the door and hit the START
i button, the treatment should resume.

1

i
1 9. Immediately open the door. The source should retract to

the safe as will be indicated by the console lights and.

room monitor. The door interlock must bg key reset.<

j IF NOT NOTIFY PHYSICS IMMEDIATELY!

j 10. When the unit has satisfactorily passed the above checks
patients can then be treated according to the procedures;

in the operation manual supplied by Nucletron.
4

112 Take autoradioaraoh to assure source positionino.
;

i

j 12. Immediately prior to initiating patient treatment the
4 tube shall be checked for kinks and imperfections.

| 13. All applicators will be checked for apparent kinks and
imperfections BEFORE being sent for sterilization.*

l

RO-33 Revised: 09/01/96

.. .-- . - - .
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1 PROCEDURES TO FOLLOW FOR A STUCK OR DECOUPLED HDR SOURCE

If a source fails to return to the safe position upon;

: completion of the treatment or after the interrupt button has !
:been depressed then the following procedure should be
performed.'

d EVERYONE NOTE THE TIME! "

:
'

The RSO, Physicist'or his designee will perform the
; following:

$ 1. Depress the interrupt button-to return source to ,

housing. If source doesn't retract;- '

;
;

; 2.. Depress Red Emergency Stop' button located-on master
^ emergency stop switch. If source doesn't retract;
i !

i 3. Depress Red Emergency Stop button on wall in
treatment room. If source doesn't retract: *

4. Depress Red Emergency Stop Button on the treatment I
'

1 unit. If-source doesn't retract ,

I i

5. Gain access'to the GOLD hand crank located in the top !;
of the unit, by depressing top panel, and turn the |

,

GOLD crank in the direction indicated by the arrows. j4

j If the source doesn't retract: ;
; i

j 6. The RSO/ Physicist will secure the applicator at the
'

face of the treatment unit. The Dosimetrist, RN, and .

,
,

Physician will remove the applicator from the patient ;'

by effectively pulling the patient off of the f
: applicator. (All patients are treated on a gurney) . |
B b

EVERYONE NOTE THE TIME! I'

!
^

7. The patient will be wheeled to an area around the ;

corner from the treatment unit, (in the treatment
'

room) to minimize exposure. The staff assisting the
j patient will stay in the shielded area and perform a
! radiation survey of the patient prior to removing to

the hallway. ;
1
,

Ii

8. Th_ RSO/ Physicist will place the applicator !

_
containing the source in the shielded container using |
the forceps as necessary. The room will be secured,'

. ,

;- surveyed, posted and the manufacturer notified. |
!

i

UNDER NO CIRCUMSTANCES SHOULD THE INTEGRITY OF THE '
4

APPLICATOR SYSTEM BE COMPROMISED!

(ie: DO NOT CUT THE APPLICATOR) !'

!
'

RO-33a:

]

,
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NO ONE WILL BE ALLOWED INTO THE TREATMENT ROOM UNTIL A
MANUFACTURER'S REPRESENTATIVE. ARRIVES!

9. Thr. Physician will assess the patient's condition and
either send the patient to special procedures
recovery or dismiss.

10. The RSO will immediately collect all personnel
monitors and send them to be read out on an emergency
basis. The RSO will also get a total time estimate
to perform a patient dose calculation as necessary.

11. Notify the appropriate agencies as necessary.

)

i

;

,

RO-33a
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Lois Slemp
V. P. Professional Services I

St. Francis Hospital
and Health Centers

,

1600 Albany Street .;
Beech Grove, IN 46107

1

Dear Ms. Siemp:
.

We have reviewed your application dated March 14,1995, requesting a renewal of NRC
,

Material License No. 13-02128-03 and find that we will need additionalinformation1

' pertaining to the HDR unit as follows: ;.

;

1. Trainina Proaram

h a. Please specify the method you will use to determine each trainee's i
* competency to use the device for each type of proposed use.

b. Confirm that your authorized user retraining will include " hands-on" training
(using dummy sources) for your emergency procedures (i.e. " dry runs").-

.

Confirm that records of initial and refresher training provided for both device
.

c. ),

'

operators and ancillary personnel will be maintained for a period of three
years. These records must include the instructor (s) name, the attenders

.

names, the training date(s), and an outline of the topics discussed. -!
,

1

2. Facilities |
I.

a. Describe the viewing and intercom backup system to be used if the primary
systems f ails. In lieu of a backup system, you may choose to commit to4

suspend further treatments until the primary system is repaired.,

<
,

b. Describe the required actions in the event of an interlock malfunction. This j
must include a confirmation that the device will be locked in the "off" ,-

position and not used, except as may be necessary for interlock system |
repair or replacement, until proper interlock systern function is restored;

7

c. Describe the method to ensure that the console keys are inaccessible to
unauthorized persons. .

i

d. Describe your emergency entry provisions.

1
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e. Confirm that the radiation monitor is checked with a dedicated check source
,

for proper operation each day before the device is used;
.

f. Confirm that the operability check is documented and that these documents
are maintained for a period of three years;

g. Confirm that the radiation monitor will be promptly repaired or replaced if"

' found to be either inoperable or evidencing intermittent problems.

! h. Confirm that the radiation monitor provides visible notice of the presence of

.!
- radiation that is observable by an individual entering the room;

i. Confirm that the radiation monitor is equipped with a back-up power supply'

that is separate from the power supply to the afterloading device;

3. Comoliance With Restricted / Unrestricted Area Radiation Level Limits
i

a. Describe the survey program that will be implemented to demonstrate<

compliance with 10 CFR 20.1501; including a requirement to conduct
surveys following source replacement. These surveys must demonstrate:1

'

(1) The maximum radiation levels at 10 centimeters from the nearest
accessible surface of the source sate with the source in the shielded i

position; I
l

(2) That radiation levels in restricted areas accessible to radiation I

workers are not likely to cause personnel exposure in excess of the
; limits specified in 10 CFR 20.1201; and'

s

(3) That radiation levels in unrestricted area will not result in a dose to
any member of the public in excess of the limits specified in 10 CFR
20.1301.

,

Please confirm that records of these surveys will be maintained for the duration of
the license.

b. Confirm that a conspicuous, durable label stating " Caution Radioactive 1

Materials," will be affixed to at least one outer surface of the remote I
afterloading device as specified in 10 CFR 20.1904.

j

4. Operatina Procedures ),

|
Provide a copy of your operating procedures. These procedures must require the !

following:,

.

.

._ --- ,__,-
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a. The treatment room to be secured when unattended;

b. Treatment planning computer removable media will be labelled with the
corresponding patient's name and identification number;

c. A survey of the device will be performed immediately after each use of the
device; including the connectors and applicator apparatus, the full catheter
guide tube length, and the device external surface;

d. A record of the device and patient survey maintained;

e. No treatment procedure will be conducted for which a decoupled or jammed
source cannot be removed expeditiously from the patient and placed in-
shielded container; and

f. Nursing personnel provided specific (written) instructions for patient care,

g. Confirm that written, as well as verbal instructions will be provided to
individuals assigned to complete the daily and monthly safety checks.

5. QajkChecks

Confirm that the following daily safety checks of your remote afterloader device will
be performed and describe the method used to perform these checks:

a. The permanent radiation monitor check with a dedicated check source for
proper operation;

b. TV monitor and intercom system check to verify proper operation;

c. Console operational function check, indicator lamp test, other status and
operational displays;

d. Applicator and connector mechanicalintegrity check;

e. Applicators, source guide tubes, and connectors visually inspected for
mechanical integrity;

f. Commitment to provide verbal as well as written instruction to individuals
providing daily safety checks; and

g. Confirm that records of your daily safety checks of your remote afterloader
device will be maintained for three years and willinclude the following
information:,

,
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(1) The date of the check;

(2) The results; and

(3) The initials of the individual who performed the check.

6. Monthlv Checkt

Confirm that the following monthly safety checks of your remote afterloader device
will be performed in accordance with the manufacturer's instructions at intervals
not to exceed 30 days:

a. Source position accuracy within the catheter guide tube to within 1

millimeter of the programmed position;

b. Timer accuracy and linearity;

c. Measurement of source guide tubes to confirm length to 1 mm accuracy;

d. Backup battery test to verify emergency source retraction capability upon
power failure (i.e., a function test with the AC power disconnected); and

e. Confirm that records monthly safety checks of your remote afterloader
device will be maintained for three years and will include the following
information:

(1) The date of the checks;

(2) The results of the checks;

(3) For the source position accuracy check, the programmed position and
actual position of the source following activation of the device; and

(4) The initials of the individual who performed the check.

7. Calibration of Afterloadina Device

a. Submit the name(s) and qualifications of the individual (s) who will perform
the device calibrations. Specify the individuals experience with the
dosimetry system which will be used to perform calibration measurements.

b. Proside a description of the method used to determine the exposure rate
under specific criteria (i.e., distances used for the measurement, whether the
measurement is an "in-air" measurement or done using a phantom,
configuration of the chamber with respect to the source guide tube and
device, scatter factors used to compute the exposure rate, etc.).



0 0-

,

L. Siemp -5-

c. Specify your calibration recordkeeping requirements, including a commitment
to maintain a record of calibration measurements and associated calculations
for a period of three years. The records must include:

(1) The calibration date;

(2) The manufacturer's name, model number and serial number for both
the HDR and the source;

(3) The manufacturer's name, model number and serial number of the
instrument used to measure the HDR device output;

(4) The name of the individual who performed the measurement; and

(5) The HDR output expressed in R/hr; and the manufacturer's
" expected" output value (decay corrected); These values should be
within 15%.

d. Confirm that the radiation safety officer or medical physicist will be
consulted prior to performing further patient treatments if the measured
output differs by greater than iS% from the manufacturer's " expected"
decay corrected output.

e. Specify the calibration frequency. Calibration is required following a new
source (s) installation prior to patient treatment, and recommended monthly
thereafter.

; f. Describe your method for confirming source homogeneity. This may be
! done by autoradiography, following source replacement but prior to patient

treatment.

g. Provide a description of the dosimetry system which will be used to perform
calibration measurements. Confirm that the dosimetry system will be
calibrated by a laboratory accredited by NIST or AAPM within the previous
two years and after any servicing that may have affected the dosimetry
system. Confirm that dosimetry system calibration records will be
maintained for inspection.

h. Describe your method for conducting source inventories. Specify that
physical source inventories will be performed quarterly (10 CFR 35.59) and
re. cords maintained in accordance with 10 CFR 35.59(g).
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8. Emeraency Procedures
< t

a. . Confirm that emergency procedures are provided to device operators, |

~ uthorized user (s), and other personnel as necessary. i' a

' b. Specify requirements for restricting and posting the treatment area to i

} minimize the risk of inadvertent exposure to personnel not directly involved j

j. in the emergency source recovery.
! i

c. Identify where you will store emergency source recovery equipment and '!
skecify what equipment may be necessary for the various equipment failures

'

det cribed in the procedures. At a minimum, emergency equipment should
include shielded storage containers, remote handling tools, and if e

2

| - app |ropriate, supplies necessary to surgically remove applicators or sources
from the patient, including scissors and cable cutters. ,

.

:

|- d. Specify stepsy-step instructions / actions for single and/or multiple equipment
failures and the individual (s) responsible for implementing the actions. :

Clearly specify which steps are to be taken under different scenarios (i.e., ,

source decoupling versus a jammed source). The actions specified for
'

emergency source removal should give primary consideration to minimizing
i- exposure to the patient and healthcare personnel while maximizing patient
j safety.

9. Maintenance

- a. Confirm that all maintenance and repair of the device will be performed by
the manufacturer or by individuals specifically authorized by the NRC or an
Agreement State. If maintenance and repair will be performed by someone
other than the manufacturer, specify the individual and provide a copy of the
NRC or Agreement State license authorizing this individual for maintenance
and repair activities.

Note: Maintenance and repair means installation, replacement, relocation or
removal of the sealed source or an afterloading device that contains a sealed
source; or any adjustment involving any mechanism on the afterloading device,
treatment console, or interlocks that could expose the source, reduce the shielding
around the source or affect the source drive controls.

b. Confirm that HDR inspection and service records will be maintained for the
duration of device use. These records must include: the inspection / service
date; the name of the individual who performed the inspection / service; the
NRC or Agreement State license number authorizing the individual to perform
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the inspection / service; a description of the inspection / service performed,
including a list of the components inspected and a list of components
serviced or replaced; and the signature of the inspector,

c. Confirm the following inspection and service criteria for the HDR device:

(1) The HDR device will be fully inspected and serviced at intervals not to
exceed 12 months, to ensure proper functioning of the source !

exposure mechanism;

(2) All scheduled service recommended by the manufacturer will be
performed in accordance with the manufacturer's instructions; j

i
'

(3) Inspection and service will only be performed by the manufacturer or
other persons specifically licensed to do so by the NRC or an
Agreement State; and |

|
1

(4) Records of these ir,spections will be maintained, l

: We will continue our review of your application upon receipt of this information. Please
reply in duplicate, within 30 days, and refer to Control Number 398362."

If you have any questions or require clarification on any of the information stated herein,
,

you may contact us at (630) 829-9887. l

:

Sincerely,
,

Original Signed By
Gidget Watson4

Nuclear Materials Licensing Branch

License No. 13-02128-03
Docket No. 030-09398 !

: Enclosure:
P&G Dir. FC 86-4, Rev.1

DOCUMENT NAME: M:\03009398.DF6
To rC eive a copy of this document, indicate in the box: "C" = Copy without attachment / enclosure "E" =
Copy with attachment / enclosure "N" = No copy

OFFICE DNMS/ Rill

NAME GWatson:brt.

DATE 09/ // /96 GW
OFFICIAL RECORD COPY

'

. . _ _ _ _ .
.
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CONVERSATION RECORD | TIME | DATE

9/10/96 |

|

O vis!T O CONFERENCE X TELEPHONE

X INCOMING

O Quic0ING
||

WAME OF PERSON (S) CONTACTED OR IN CONTACT ORGANIZATION (OFFICE, DEPT.ETC.) TELEPHONE NO.

Barry Stewart, RSO St. Francis Hospital & Health Centers
317/865-5171

EUBJEGI

License No. 13-02128-03 |

EUPMART
~'

'I requested the following information in regards to renewal applicatione

. dated March 14, 1995:

1. To specify a possession limit for I-131 as used in 10 CFR 35.300
material.

| Mr. Stewart stated that 1 curie would be sufficient.

2. I also informed Mr. Stewart that I would be sending a deficiency bk(.
regarding the HDR unit.

ACTIDN REQUIRED

% V-fbx % /9 6
'

<-
,<.5

7-. y... . . . m .A1e., em
,

I
i

! ACTION TAKEN
i

i

$lCNATURE TITLE DATE

.h

i

._ 1
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April 4, 1995 i

St. Francis Hospital Center !

ATTN: Berry L. Stewart, M.S.
Radiation Safety Officer-

1600 Albany Street
Beech Grove, IN 46107

SUBJECT: LICENSE RENEWAL APPLICATION

| Dear Mr. Stewart:

-This is to acknowledge receipt of your application for renewal of the
material (s) license identified above. Your application is deemed timely
filed, and accordingly, the license will not expire until final action ;

has been taken by this office.

Any correspondence regarding the renewal application should reference the
control number specified and your license number.

Sincerely,

Original Signed By
Marianne Heenan, Chief
Nuclear Materials Support Section

!
License No.: 13-02128-03 r

'

Control No.: 398362

,

t

!

DOCUMENT NAME: M:\03009398.CL5
. To ,eeelve e copy of thle document,Indoste in the Aes: "C' = Copy without attachment / enclosure *E* = Copy with attachment / enclosure 'N' = No copy

0FFICE ORSS/RIII L(/ |_ |
NAME MMEENAN:, jaw??fw
DATE 04////95 I |

OFFICIAL RECORD COPY 1

4 ,

m .


