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Licensee In accordance with application dated
March 14, 1995
St. Francis Hospital & Health Centers i License Number  13-02128-03  is renewed in

R T e e

> 1600 Albany Street
Beech Grove, IN 46107

6. Byproduct, Source, and/or
Specinl Nuclear Matenal

Any byproduct
material identified
in 10 CFR 35.100

B. Any byproduct
material identified
in 10 CFR 35.200

C. Any byproduct
material identified
in 10 CFR 35.300

D. Any byproduct
material identified
in 10 CFR 35.400

«. Any byproduct
material identified
in 10 CFR 35.500

F. Iridium-192

Cesium-137
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7. Chemical and/ot Physical

Form

A.

its entirety as follows:

4. Expuation Date January 3l, :002

I 5 Docket or 7

Reference No 030-09398

8. Maximum Amount the Ml wensee
May Possess at Any One Time
Under This License

Any A. As needed
radiopharmaceutical

identified in 10 CFR

35.100

Any B. As needed
radiopharmaceutical

identified in 10 CFR

35.200

Any C. As needed
radiopharmaceutical (I-131 not to
identified in 10 CFR exceed 1 curie)
35.300

Any brachytherapy D. .055 millicuries
source identified in

10 CFR 35.400

Sealed sources £. As needed
identified in 10 CFR

35.500

Sealed sources (BYK F. 2 sources, 1 source

Mallinckrodt Model
CI L BV)

not to exceed 444
gigabecquerels
(Gbg) (12 curies
(Ci)), and 1 source
not to exceed 370
Gbg (10 Ci).

Sealed source
(Tech Ops Model 77302)

160 millicuries (/l
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9. Authorized Use:

A. Medical use described in 10 CFR 35.100.

B. Medical use described in 10 CFR 35.200.

C. Medical use described in 10 CFR 35.300.

D. Medical use described in 10 CFR 35.400.

f. Medical use described in 10 CFR 35.500 in devices which have been evaluated and
approved for licensing purposes by the U.S. Nuclear Regulatory Commission or an
Agreement State.

F. One source to be used in a Nucletron-Oldeift Corporation MicroSelectron HOR remote
afterloading brachytherapy advice for interstitial, intraoperative, ana intracavitary
radiotherapy in humans. The source activity may not exceed 370 Gbg (10 Ci) at the
time of installation. One source in its shipping container for source replacement.

G. To be used in a Technical Operations Medel 773 survey instrument calibrator for the
calibration of survey instruments.

B CONDITIONS

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

Hospital & Health Centers, 1600 Albany Street, Beech Grove, Indiana.
B. !icensed material listed in Items 6.A., 6.B., 6.C. (excluding thyroid carcinoma

treatments exceeding 30 millicuries) may be used at St. Francis Hospital
& Health Centers, South Campus, 8111 South Emerson Avenue, Indianapolis,
Indiana.

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

B. HDR Physicist: Berry L. Stewart, M.S.
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Licensed material listed in Item & above is only authorized for use by, or under the
supervision of, the following individuals for the materials and uses indicated:

Authorized Users
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Material and Use

Ira Blecker, M.D. 10 CFR 35.100, 35.700, 35.300 and 35.500.

Howard C. Kidman, M.D. 10 CFR 35.100, 35.200, 35.300 and 35.500.

10 CFR 35.100, 35,200, 35.300, 35.400 and 35.500

Edgardo M. Sayoc, M.D.
and iridium-192 in HDR remote afterloading device.

Orin W. Perkins, M.D, 10 CFR 35.100, 35.200 and 35.300.

{. Franklin W. Sequeira, M.D. i0 CFR 35.100, 35.730, 35.300, and 35.500.
F. Richard L. Scales, M.D. 10 CFR 35.100, 35.200, and 35.500.

Gregory A. Merchun, M.D. 10 CFR 35.100, 35.200 and 35.300.
Benny Sin-Ping Ko, M.0. 10 CFR 35.300.

Ramchandra Reddy, M.D. 10 CFR 35.100 and 35.200.

Thomas Guy Belt, M.D. 10 CFR 35.100, 35.200, 35.300 and 25.500.
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Paul W. Sheets, M.D. 10 CFR 35.100 and 35.200.
L. John T. Mail, M.D. 10 CFR 35.100 and 35.200.

in lieu of 10 CFR 35.404(a), immediately after retracting the source from the patient
into its shielded position in the remote afterlaoding device, a radiation survey
shall be made of the patient and the remote afterloading device with a portable
radiation detection survey instrument to conform that the source has been removed
from the patient. Records of the survey shall be maintained in lieu of the record
required in 10 CFR 35.404(b).

In 1ieu of the source inventory required in 10 CFR 35,406, the licensee shall:

A. Promptly determine that all sources have returned to the safe, shielded position
at the conclusion of each vemote afterloading brachytherapy procedure.

B. Promptly make a survey of the area of use to confirm that no sources have been
misplaced.
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. Make a record of the survey including the survey instrument used, dose rate
expressed in mrem/hr (uS everts/hr), time, date and name of the individual
making the survey.

D. Retain the record of the survey in lieu of the record required in
10 CFR 35.406(d).

15. A. Accesc to the rooms housing the MicroSelectron-HDR afterioading brachytherapy
device shall be controlled by a door at each entrance.

8. The entrance to the irradiation room shall be equipped with an electrical
interlock system that will cause the source to return to the shielded position
immediately upon operiing of the entrance door. The interlock system shall be
connected in such a manner that the source cannot be placed i the irradiation
position until the entrance door is closed and the source "on-off" control is
reset at the control panel.

VBT T Y Y ¥ T Y

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

D. In the event of malfunction of the door interlock, the irradiation device shall
be locked in the "off" posiiion and not used, except as may be necessary for
repair or replacement of the interlock system, until the interlock system is
shown to be functioning properly.

16. Prior to initiation of a treatment program, and subsequent to each source exchange
using the MicroSelectron-HDR remote afterloading brachytherapy devices, radiation
surveys and tests shall be performed in accordance with the following:

LWLWL OGP0 0L 9. 8. 9. 9. 9.9 .9

A. A radiation survey shall be made of:

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

The maximum radiation levels at 10 centimeters from the surface of the main g

source safe shall not exceed 1 milliroentgen per hour. :

(2) A1l areas adjacent to the treatment room with the source in the .
"irradiation” position. The survey shall clearly establish: ;

. (a) That radiation levels in restricted areas are not likely to cause ®
.’ personnel exposure in excess of the limits specified in 10 CFR 20.10]1 g
(10 CFR 20.1201). .

: »
“ (b) That radiation levels in unrestricted areas do not exceed the limits .
- specified in 10 CFR 20.105(b) (10 CFR 20.1301). "
-
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sty s “censing Branch, Region IT1
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The following shall be performed only by manufacturer’'s representatives or persons
specifically authorized by the Commission or an Agreement State tc pe-form such
services:

W W W RO e

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

B. Any maintenance or repair operations on the remote afterloading brachytherapy
unit(s) listed in Item 9., Subitem F. involving work on the source safe, the
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
increased radiation levels.

In addition to the possession limits in Item 8, the licensee shall further restrict
the possession of licensed material to quantities below the minimum 1imit specified
in 10 CFR 30.35(d) for establishing decommissioning finarcial assurance.

Except as specifically provided otherwise in this license, the licensee shall conduct
its program in accordance with the statements, representaticis, and procedures
contained in the documents, including any enclosures, listed below, except for minor
changes in the medical use radiation safety prucedures as provided in 10 CFR 35.31.
The Nuclear Regulatory Commission’s regulations shall govern unless the statements,
representations, and procedures in the licensee’s application and correspondence are
more restrictive than the regulations.

A. Application dated March 14, 1995; and

B. letters with attachments dated February 27, 1990, September 18, 1995 and
October 9, 1996 (with attachments).

FOR THE U.S. NUCLEAR REGULATORY COMMISSION
n A

/C
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NRC FORM 313 U. . HUCLEAR REGULATORY COMMISSION APFROVED BY OMB. NO. 31800120

(10-04) EXPIRES 6-30-96

10 CFR 30 32 3 SSTIMATED BURDEN PER RESPONSE TO COMPLY WITH THIS

54,35 38, 50 and 40 INFORMATION COLLECTION REQUEST § HOURS SUBMITTAL OF THE
APPLICATION 1S NECESSARY TO DETERMINE THAT THE APPLICANT (S

QUALIFIED ANL THAT ADEQUATE PROCEDURES EXIST TO PROTECT
THE PUBLIC MEALTH AND SAFETY  FORWARD COMMENTS
APPLICATION FOR MATERIAL LICENSE REGARDING BURDEN ESTIMATE TO THE INFORMATION AND RECORDS
MANAGEMENT BRANCH (T8 F33) US NUCLEAR REGULATORY
COMMISSION WASHINGTON.  OC 205850001, AND 10 THE
PAPERWORK REDUCTION PROJECT (3180.0120) OFFICE  OF
MANAGEMENT AND BULGET, WASHINGTON DC 20503

INSTRUCTIONS: SEE THE APPROPRIATE LICENSE 4PPLICATION GUIDE FOR DETAILED INSTRUCTIONS FOR COMPLETING APPLICATION
SEND TWO COPIES OF THE ENTIRE COMPLETED APPLICATION TO THE NRC OFFICE SPECIFIED BELOW

APPLICATION FOR DISTRIBUTION OF EXEMPT PRODUCT S FILE APPLICATIONS WITH 1F YOU ARE LC “ATED W
DIVISION OF INDUSTRIAL AND MEDICAL NUCLEAR SAFETY ILLINOIS, INDIANA, IOWA, MICHIGAN, MINNESOTA. MISSOURI, OHIO. OR WISCONSIN
OFFICE OF NUCLEAR MATERIALS SAFETY AND SAFEGUARDS SEND APPLICATIONS TO
US NUCLEAR REGULATORY COMMISSION
WASHING N OC 20565.000° MATERIALS LICENSING SECTION

U'S NUCLEAR REGULATORY COMMISSION. REGION il

ALL OTHER PERSONS FILE APPLICATIONS AS FOLLOWS 01 WARREMVLLE D

LISLE 1L 605324351

ALASKA, ARIZONA ARKANSAS CALIFORNIA, COLORADO, HAWAII IDAMO, KANSAS.
LOUISIANA MONTANA, NEBRASKA KEVADA, NEW MEXICO, NORTH DAKOTA,
OKLAHOMA, OREGON, PACIFIC TRUST TERRITORIES, SOUTH DAKOTA, TEXAS UTAM,
WASHINGTON, OR WYOMING. SEND APPLICATIONS 10

¥ YOU ARE LOCATED N

COMNECTICUT, DELA YARE. DISTRICT OF COLUMBIA. MAINE MARYLAND
MASSACHUSETTS, NEW HAMPSHIRE NEW JERSEY NEW YORK PENNSYLVANIA
RHOOE ISLAND, OR VERMONT, SEND APPLICATIONS TO

LICENSING ASSISTANT SECTION

NUCLEAR MATERIALS SAFETY BRANCH NUCLEAR MATERIALS LICENSING SECTION

US NUCLEAR REGULATORY COMMISSION REGION | US NUCLEAR REGULATORY COMMISSION REGION IV
476 ALLENDALE ROAD #11 RYAN PLAZA DRIVE SUTE 400

KING OF PRUSSIA. PA 104081415 ARLINGTON, TX 76011.8084

ALADAMA FLORIDA. OEOROIA, KENTUCKY MISSISSIPIN NORTH CARDLINA. PUERTO
RICO, SOUTH CAROLINA, TENNESSEE. VIROINIA, VIRGOIN ISLANDS, OR WEST VIRGINIA.
SEND APPLICATIONS TO

NUCLEAR MATERIALS LICENSING £ ZCTION

U S NUCLEAR REGULATORY COMMIBSION REGION §

101 MARIETTA STREET NW_ SUITE 2000

ATLANTA GA 303230100
PERASONS LOCATED IN AGREEMENT STATES DEND APPLICATIONS TO THE U S HUCLEAR REQULATORY COMMISSION ONLY IF THEY WISH TO POSSESS AND USE LICENSED
MATERIAL IN STATES SUBJECT YO U S NUCLEAR REGULATORY COMMISSION JURISDICTIONS

THIS IS AN APOLICATION FOR (Check sppropriate fem) 2 NAME AND MAILING ADDRESS OF APPLICANY (Inciude Zip code)

| |A vewucense ST, FRANCIS HOSPITAL & HEALTH
n AMENDMENT T0 LICENSE NUMBER T TIRTENE CENTERS

BT PSRN .. 1600 Albany Street

Beech Grove, IN 46107
4 NAME OF PERSON T0O BE CONTACTED ABOUT THIS

APPLICATION

Berry Stewart, M,S, RSQ

TELEPHONE NUMBER

(317) 783-8171

BUBMIT ITEMS 8§ THROUGH 11 ON 8172 X 11" PAPER  THE TYPE AND SCOPE OF INFORMATION TO BE PROVIDED 18 DESCRIBED IN TME LICENSE APPLICATION OUIDE

& AANIOACTIVE MATERIAL
4 Flement and mass number b chemicel end/or physical form and ¢ manimum emaount 8 PURPOSE(S) FOR WHICH (ICENSED MATERIAL WILL BE USED
which will be possesssd al any cne ima
? INDIVIDUAL(S) RESPONSIEN E FOR RADIATION SAFETY PROGRAM AND THE IR
TRAINING EXPERIENCE

3 ADDRESS(E S) WHERE LICENSED MATERIAL WILL BE USE™ OR POSSE SSED

SAME

8 TRAINING FOR INDIVIDUALS WORKING IN OR FREQUENTING RESTRICTED AREAS

8 FACHLIMES AND FQUIPMENT 10 RAIDNATION SAFETY PROGRAM
12 LICENSET FEES (See 10 CFR 170 and Section 170 31
Y1 WASTE MANAGEMENT - AMOUNT
ree catesory 7 C | encioseo s 1,440, 00)

'3 CERTIFICATION (Must be compieted by appicens) THE APPLICANT UNDERSTANDS THAT ALL STATEMENTS AN REPRE SENTATIONS MADE IN THIS APPUICATION ARE BINDING
UPON THE APPLICANT
THE APPLICANT AND ANY OFFICIAL FXECUTING THIS CERTIFICATION ON BEHALF OF THE APPLICANT NAMED IN ITEM 2 CERTIEY THAT "HIS APPLICATION 1S PREPARED IN
CONFORMITY WITH TITLE 10 CODE OF FEDERAL REGULATIONS PARTS 30 32, 33 34 35 38 30 AND 40 AND THAT ALL INFORMATION C WNTAINED HEREIN 1S TRUE AND
CORRECT TO THE BFST OF THEIR KNOWLEDGE AND BELIEF
WARNING 18 U § C SECTION 1001 ACT OF JUNE 25 1048 82 STAT 749 MAKES 1T A CRIMINAL OFFENSE TO MAKE A WILLFULLY FALSE STATEMENT OR REPRESENTATION TO
ANY DEPARTMENT OR AGENCY OF THE UNITED STATES AS TO ANY MATTER WITHIN ITS JURISOIC TION

CERTIFYING OFFICER - TYPEDARINTED NAME AND TITLE SIGNATURE ' / DATE
Michael D, Vollmer-V,.P,Professional S@rv|:zkggﬁg52 Vskbm, » 3-14-95
FOR NRC USE ONLY
OF FE FEE LOG FEE CATEGORY I AMOUNT RECEIYED CHECK WR C L
otwo UARR €~ [TC  isiddp (1907236 mb‘( F90 MaR 29 1995
A WED 3y - 1 -
A ilas Ls8r5¢ 2 REGLON Ll
- l 5 ) F e oD é .
‘ A LIRS VY e e !4rlq * > Y e BARED
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ITEMS 5 & 6: RADIOACTIVE MATERIAL AND PURPOSE

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
5.¢c Material in 35.300 As needed 6.c Medical use
f.d Implant Material in 35.400 1000 mCi 6.d Medical use
5.e Eye applicator in 35.400 .55 mCi t.e Medical use

5.f 1r-192 High Dose Rate
Remote Afterloader in 35.400 _24000mCi% 6.1 Medical use

G.8 Material in 35.500 As needed 6.8 Medical use

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

% -~ Two Scurces not to exceed 12000 mCi each. Not to be installed
until < 10000 mCi.




ITEM 7: RSO

NAME

Berry L. Stewart, MS
Ira Blecker, MD
Howard C., Kidman, MD
Edgardo M. Sayoc, MD
Orin W. Perkins, MD
Franklin w. Sequeira, MD
Richard L. Scales, MD
Gregory A. Merchun, MD
Benny Sin-Ping Ko, MD
Ramchandra Reddy, MD
Thomas Guy Belt, MD
Paul W. Sheets, MD
John T. dMail, MD

AND

FUNCTION
RSO
Authorized
Authorized
Authorized
Authorized
Authorized
Authorized
Authorized
Authorized
Authorized
Authorized
\uthorized

Authorized

AUTHORIZED

USERS

User

User

User

User

L} ser

User

User

User

LICENSE #

13-02128-03
13-02128-03
13-02128~03
13-02128-03
13-02128-03
13-02128~-03
13-02128-03
13~02128-03
13-02128-03
13~02128-03

13~-02128~03



ITEM B:

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 developed a survey instrument calibration
procedure for your review that is appended as ATT 9.2,

0.3 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 I to Regulstory Guide 10,8, Revision 2.

8.5 N/A

8.6 N/ZA

ITEM 10:

10,1 We will issue the Radiation Safety Committee Charter
and Radiation Safets Officer Delegation of Authority
that are appended as ATT 10.1.

10.2 We have developed an ALARA pregram for yvour review that
ie appended as ATT 10.2.

10,3 We have deveioped @ leak testing procedure for your
review that is appended as ATT 10.3

10.4 We have developed rules for the safe use of
radiopharmaceut icals for your review that are appended
as ATT 10.4.

10.5 We wil!l establish and implement the model spill
procedures published in Appendix J to Regulatory Guide
10.8, Revisgion 2.

10.6 We have developed a procedure for ordering and
receiving radiocsctive ma’ 'rial for your review that is
appended as ATT 10.6.

10.7 We will establish and implement the model procedures
for opening packages that was published in Appendix L

Regnlatory Guide 10.8, Revision 2.



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 i
for a multidose vial record system that was published i
in Appendix M.2 to Regulatory Guide 10,8, Revision 2, |
records may be maintained electrenicaly via computer. g

10.10 N/A

10,11 We will establish and implement the model procedure
for keeping an inventory of implant sources that was
published in Appendix M.4 to Regulatory Gu.de 10,8,
Revision 2.

10.12 We will establish and implement the model procedurd
that was published in Appendix N to Regulatory Guide
10.8, Ravision 2.

e

10.13.1 We will vollect spent nobel gases in a shielded |
and monitor the trap effluent with an air

|
l
. |
@il 1
i
|
l

contamination monitor that we will check regularly
according te the manufacturer's instructions.

10,13.2 We will collect spent aerosol in a shielded tra

I
and, for reusable Lraps, monitor the trap effluent
with an +ir contamination monitor that we will checi
regulariy according to the manufacturer’
instructions,
W & P e Wi Lo vent directly wven s e ASIOHOL 8 AN

10;3.3 W 11 t t d t1s L &y { i |
gases Lo the atmosphere and therefore no effluant
setimalion is necessary.

10,13.4 We will calculate spilled gas clearance t{ime
avcording to the procedure that was published in
tppendix 0.4 to Regulatory Guide 1D.H, Revision 2.

16,34 We have developed a procedure for your review that
Ls appended ax ATT 10,14,

10.16 We have developed 4 procedure for radialion saletp
during implant therapy for your reviesw that is
appended as ATT 10,15

3 We have developed a procedure for wasle dicposal fox

vour review that is dpiended a5 ATT 11.1.




TRAINING:

Technical personnel should have completed an approved course of study
in Nuclear Mericine Technology including the following subjects:
principles and practices of radiation protection, and measuremenl of
radioactivity, standardization and monitoring techniques and instrumen-
tation, the mathematics and calculations basic te the use and measure-
ment of radioactivity and the biological effects 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.

All 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 consgist of either lectures, videotaped
presentationg or self study modules,

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

ATT 8.1
’]"' Mar. 14| 1995



A

D.

All technologists who daily use radicactive materials and frequent
a restricted area:

1. Will receive a copy of the Contamination contrel prozedures and
General instructiong to physicians and technologists to be
emploved as represented in the NRC license operation.

2. They will additionally be informed of the fellowing:

a. The NRC byproduct license, its conditions and provisions for
St. Francis Hospital may be found in the RS8O'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 frem 7: 00 - 3:30 P.M.

¢, It im the obligation of the employee to report any unsafe or
potentially unsafe conditions that may exist within the
restricted area. Should such a gituation be observed,
immediately notify:

Berry L. Stewart, - 783-8171 Dayv; 784-0121 Night
Radiologist on Duty - BZ91

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

3, Technologiste will also be provided with a copy of the emergency
procedures as outlined in the renewal application.

Other individuals, i.e. housekeeping, security, clerical and
transportation whe fregquent a restricted area, but do not routinely
handle radioactive material will be provided the information in
Addendum 1.

NURSING STAFF EXPOSED TO PATIENTS CONTAINING THERAPEUTIC QUANTI-
TIES OF RADIOKUCLIDES

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

They will additionally be provided orally and/or in writing,
information contained in Addendum 1.

FEMALE EMPLOYEES OCCUPATIONALLY EXPOSED TO IONIZING RADIATION

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 te children of women who are
exposed to radiation during pregnancy, fetal dose limits pursuant
to 10 CFR 20. The text for instruction will be the Appendix Lo
Kegulatory Guide 8,13

ATT 8.1

-Z=- Mar. 14, 19956




ADDENDUM 1

INSTRUCTIONS TO INDIVIDUALS WHC FREQUENT A RESTRICTED AREA

As part of your routine job duties, vou will he required to frequent
restricted areas of the hospital containing radicactive material. The
areas in which this material is stored are outlined on the enclosed
drawing. The actual containers holding radioactive material will be
labeled with the following symbol:

thorme

L
-l““llr

It is imperative that vou do not remove any object bearing the above
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.

In order to minimize your exposure to radiocoactive materials, the
safety principles of time, distance, and shielding should be applied,
" 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 vourself.

3. Place shielding material between the source of radiation and
vourself.

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

unsafe, (Wall monitor flashine RED in the Cobalt treatment room or
continuous audible alarm in * * Hot Lob) leave the area immediately and
notify

Berry L. Stewart - 783-8171 Dav: 784-0121 ight

Nu ‘'ear Med tech 787%-8484 Day; 783-8291 Night
Radiologist on Duty - B291

-3- Att 8.1
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SAINT FRANCIS HOSPITAL CENTER
DEPARTMENT OF RADIOLOGY
POLICY AND PROCEDURE

ORIGIN DATE: JAN-21-86
DIVISION: NUCLEAR MED.

EMPLOYEE ORIENTATION FOR NUCLEAR MEDICINE

PURPORBE !

Te make all pertinent policies % procedures, equipment
operation, and standardized methods known to new emplovyees.

POLICY:

It is the policy of Nuclear Medicine to ensure that new
employees are familiarized with the normal operation of the
‘department, all facets of their job responsibilities, and all
saftey items involving their positions,

PROCEDURE:

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

All new technical and clerical employees will attend a
class concerning the use of the hospital computer system,
This is given and documented by Educational Service Department.

All technical positions will be aclimated to the normal exam
procedures by the current technical staftf under the direction of
the Senior Staff Technologist and the Chief Technologist.

Tahnical employees required to tal2 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
departmental chs# cing procedures.

All technical positions within & months of hire wiil have
available to them inservices on the following:

i. IV units, given by the IV team.

2. 02 egquipment and safety, given by Fespiratory Therapy.
3. Body mechanice, given by Educational Services.

4. Radiation safety, given by the Rkadiation Safety Office.

All positions will be made available for the normal
hospital ~wide inservicing for fFire, Mechanical, ard Electrical
Bafety when shedul ad.

Att 8.1
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6.

PROCEDURE FOR CALIBRATING SURVEY INSTRUMENTS

The source used for calibration is a Cs~137 survey meter
calibrator with an activity of approximately 150 mCI, traceable
to NBS.

The inverse sguare law and radicactive decay lav will be used to
correct for change in exposure rate due to changes in distance
and source decay.

A record will be made of each survey meter calibration.

A mingle point on a survey meter scale will be considered
satisfactorily calibrated if the indicated exposure rate differs
from the calculated expesure rate by less than 20 percenl.

Three kinds of scales are {requently found on survey melers.

a. Meters on which the user selecls a linear scale must be

calibrated at no less than twe points on each scale. The
points should be at approximately 1/3 and 2/3 of full scale.

-
-

[
pe
-

Meters that have a multidecade logarithmic scale must be
calibrated at no less than one point on each ducade and uo
less 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 indicuating rates must be calibrated at no less Lhan
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
273 of the decade.

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

At the time of calibration, the apparent exposure rate from a
check source will be determined and recorded,

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 manufacturer,
model number , serial number and tvpe of detector;

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

¢. For each calibration point, the calculated exposure rate, the
indicated exposure rate, the deduced correction factor (the
caleculated exposure rate divided by the indicated exposure
rate), and the scale selected for the instrument:

ATT 9.2
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h.

The reading indicated with the instrument in the "battery
check" mode (if available);

The an€le between the radiation flux field and the detector
will be perpendicular unless noted otherwise;

For detectors with removable shielding, an indication of
whether the shielding was in place or removed during the
calibration procedure;

The apparent exposure rate from tie check source;

The name of person performing the cunlibration and the date of
the calibration will be recorded,

The following information will be attached to the instrument as a
calibration sticker or tag:

A

Note:

The source that was used to calibrate the instrument if other
than the Survey Meter Calibrator’

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

For each scale or decade, one of the following as appropriate:
(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;

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

The apparent exposure rate {rom the check source.
One word reminders or symbols that are explained on the

Survey Meter Calibration Report may be used an the
calibration sticker.

ATT 9.2
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CALIBRATION OF DOSE CALIBRATOR

Sources Used for Linearity Test
Linearity Check Source ( Te«04-99m}, 100 mCi {4/~ 10%)

Sources used for Instrument Accuracy and Congtancy

Radionucl ide Activity Date Accuracy
(mCi)
Co=517 5.550 01/01/93 /= 5.0%
Ce=-137 0,186 02/05/90 +/- 4.0%
Co-60 0,102 01/11/90 +/- 4.0%

The procedure described in the instruction manual for
CALICHECK Dose Calibrator Linearity Test Kit will be
used for Linearity 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 cal ibrator.

(1) Item 9.3
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RADIATION SAFETY COMMITTEE

Responsibility:

The Committee is resp -~ 'ble for:

1.

Ensuring that all individuals who work with or in the vicinity of
radiocactive material have sufficient training and experience to
enable them to periorm their duties safely and in accordance with
NRC regulations and the conditions of the license.

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:

The 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.

Review the training and experience of any individual whc uses
radiocactive material (including physicians, technologiests,
physicists and pharmacists) and determine that the qualifications
are sufficient to enable them to perform their duties safely and in
accordance with NRC regulations and the conditions of the license.

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

. Review and approve all requests for use of radiocactive

material within the institution.

Prescribe special conditions that will be required during a proposed
use of radioactive material such as requirements for bioassays,
physical examinations of users and special monitoring procedures.

keview 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
safety procedures and management control system.

Recommend remedial action to correct any deficiencies identified in
the radiation safety progranm.

Maintain written records of all committee meetings, actions,
recommendations, and decisions.

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
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inistrative: 3

The radiation safety committee shall meet as often as necessary to
conduct business, but not less than once in each calendar quarter.

The membership will include at least the following, an authorized
user for each type of use authorized by the license, the RSO, a
representative of nursing service, and a representative of
management who is neither RSO nor authorized user. Alternates may
be appointed by management to participate in meetings, as well as
adjunct members deemed necessary.

3. To establish a guorum, one~half of the Committee's membership,

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

Att., 10.1
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‘ST FRANCIS
HOSPITAL
CENTER

75th Anniversary

November 22, 1989

TO: All Employees

FROM: Paul J. Stitzel
President and CEO

SUBJ: NDelegation of Authority

Berry L. Stewart, M.S., has been appointed Radiation Safety

Officer and ‘s responsible for ensuring the safe use of
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
Safety Cfficer 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.

{3) Att. 10.1
Mar. 14, 1995
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" it G SHigpital Conter

BIOTER MARY HENRITA, G.8.7, DON 8. MANACHER
LERCUTIVE DIRECTOR ADMINIBTALTOR

August 14, 1980

ADDENDUM TO ST, FRANCIS HOSPITAL'S ALARA PROGRAM

The Model Program for Maintaining Occupational Radiation
Exposures at Medical Institutions, ALARA has been adopted for use
in cur institution with the exceptions listed below:

(1). Under Management Commitment, de'ete item 1, b.

We feel this independent andit is not necessary
as a member of management is on the RSC and all
this information is available in the minutes of
-~ e RSC meetings.

(2). Under Radiation Safety Officer, delete item 3,
a, (3) as is, and replace with the following:

i The Radiation Safety Officer will review all
radiation level surveys performed by Nuclear
Medicine personnel quarterly, to determine that
' all levels arc consistent with ALARA,

Surveys about therapeutic facilitics will be per-
formed at the frequencies indicated by NUREG-0339,
"Draft licensing Cuide for Teletherapy Prcgrams,"”
These surveys will be reviewed by the RSO upon
completion.

{1) Item 10.2
Mar. 14, 1995
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APPENDIX O

MODEL PROGRAM FOR MAINTAINING OCCUPATIONAL RADIATION EXPOSURES
AT MEDICAL INSTITUTIONS ALARA

ST, FRANCIS HOSFITAL, RADIATION THERAPY DEPT.

{Licensee's Nome)

AUG. 14, 1980
(Date)

1 Manapement Commitment 2, Rudation Safety Commitiee (RSC)’

-We, the management of this (medical iy,

hospital, cle.), are commitied to the program
described in this paper for heeping exposires
(individual and collective) us low s 1s teasonahly
achievable (ALARA). In sccord with this com-
mitment, we hereby describe an admimistrative
organization lor rudistion sul >ty and will deveinp
the necessary written policy, provedures, and
instructions 1o foster the ALARA concept with-
in our institution. The orpanization will include
a Padistion Safety Commiitee (RSC)' and o
Radiation Sufety Officer (RSO).

Review of 'roposced Users and Uses

(1Y The RSC will thoroughly review  the
yuahitications  of  cach applicant  with
respect 1o the (ypes amd quantities of
materials and  uses for which he has
applicd 1o ¢nsure that the applicont will
be uhle to tuke appropriate measures (o
maintam exposure ALARA,

(2) Whoen considering a new use ef byprodudt
matenial, the RSC will review the efforts
of the applicant to maintain ¢xposiry
ALARA The user should have systematized
provedures to ensire ALARA and shall

have ancorporated the use of special ~
equipment such as svninge shivids, rubber
gloves, elc,, in his proposed use,

' (3} The RSC will ensure that the user justifies
Modification to operating and mainteasnce pro- his procedures and that dose will be ALARA
cedures and to equipment and facilitics will be Gindividual and collective).
made where they will reduce exposures unless
the cosl, in our judginent, is considered (o he h, Delegation af Authority
unjustified. We will he able ta demonstrate, it
necessary , that improvements have been sought, (The judicious delegation of RSC authority is
that modifications have Iven vonsidered, and that vaaential to the enforcement of an ALARA
they have been implemented where reasonable program.)

Where modifications have been recommensed
but not implemented, we will he prepared 1o Chy The RSC will delegate suthority to thye
describe the reasons for not implementing them, RSO tor enfarcement of the ALAKA

vaonge .,
In addition to maintaining doses o indi wuals
ax far elow the hanits us s reasonably achevable, {2 The RSC will support the RSO in thow
the sum of the doses received by oIl exposed insbances where 1tas necessary for the RSO
individuala will glso be maintained at the lowest to assert his/her authority, Where the
practicable level, It would not be desirable, for RSO has been overruled, the Commitive
caample, 1o hold the highest doses to mdividuals will record the hasis for ils action in the
to some fraction of the apphicable limit if this minttes of the Commuttee’s quarterly
involved exposing additional people and signif- mevting.
icantly increasing tie sum of radishion doscs
tecvived by all involved individuals,

”~

a > 'Mmo practice physician ficenses do not include an RSC,

(2}

.
"The RSO on private practice physician Licenses wall assume the
responsib bities of (he KSC un Yer Section 2

Ttem 10.2
Mar. 14, 1995




A Review of ALARA Frogram

(1) The RSC will encourage all users 1o roview
current procedurncs and develop new pro-
cedures @y appropriste 1o nnplement the
ALARA concept.

(2)  The RSC will perform u quaricrly feview
of occupational radiation ¢xposure with
particular attention 1o instances where
Investigationa Levels in Table 0-1 below
are exceeded. The principal puipose of
This review i fo aesess trends 1 oooupy
Bonal exposuty es anndes of the AL ARA
program quality and to decide of goton i
wzrranied when buvestigational Levels are
excveded (see Section 6).°

(3) The RSC will evaluste our institution's
overall efforts for maintaming exposuies
ALARA on an annusl basis, This review
will invliude the efforis of the RSO, suther
nzed users, and workers as well as those
of manugement,

3 Radistion Safety Officer (RSO)

' Annual and Quarierly Peview
o
(1) Anual review oi the radiation salety pro-
gram, The RSO will perform an annuyl 1¢-
view of the radiation safety program for
adherence 10 ALARA concepts Roeviews
of specific procedures may be conducted

on a more frequent basis,

(2) Quarterly review of occupational eapo-
sures. The RSO will review at lcast quar-
crly the external radiation eaposures of
authorized users and workers to detcrmine
thot their exposures are ALARA in accord-
ance with the provisions of Scction 6 of
this program

b, Lducation Responsibilitics for ALARA Program

(1) The RSO will scheduie bricfings and vduva:
tonal sessions 1o inform  workers of
ALARA program efforts,

'.YM NRC has emphasieed thgd the Investigational Levels an thas
program are not new done lomats bat, ws noted an ICHRE Report 28,
*Mecommendations of the tnternsunnal Cammmsion on Raditogwea)
Pomtectiom, " srve an check points above wineh the resulis are vone
sderod sulficwe ty impoctant 10 patify fucither investipalion,

(3)

- ———

(2 The RSO will ensure thut authorized vsers,
worhers, and ancillury personncl who may
b exposed (o rediation wili w instructed
in the ALARA plulusophy and informed
that management, the RSC, and the RSO
are commitied  to  implementing  the
ALARA concept,

Cooperative Efforts for Development of ALARA
rocedures

Radution workers will be piven opportunitics
tor partigapade on formulation of the procedures
that they will b requured to follow,

(1) The K50 will he in close conludt with all
users und workers in order 1o develop
ALARA procedutes for woithing with
radioactive materials.

(2) The RSO will estaclish procedutes for
receiving and evaluating the sagpestions of
individual workers for improving health
physics practices and will encourage the
use of those procedures,

Reviewing Instunces of Deviation from Good
ALARA Practices

The RSO will investigate all known instances
of deviation {rom good ALARA practices and,
il poussible, will determing the causes. When the
vause s known, the RSO will require changes
in the program (o maintain exposures ALARA.

Authorized Users

New Procedures Involving Potential Radiation
Lxposures

(1) The authorized user will consull with, and
receive the approval of, the RSO and/or
RSC during the planning stage before using
radioactive materials for a3 new procedure,

(1) The authorized user will evaluate all proce-
dures before using radioactive materials
to ensure that eaxposurcs will he kept
ALARA. This may be enhanced through
the application of tnal runs.

Responsibility of Authorized User 1o Persons
Under His/Her Supervision

(1) The authorized user will explain the
ALARA concept and his/her commiatment
1o maintain exposures ALARA to ull per-
sons under his/her supervision.

() The guthorized user will ensure that pere
sons’ under has/her supervision who are

Item 10.2
Mar. 14, 1995




T e e

subject o ovcupational radiation expo-
sure gre tramed and cducated in pood
health pliysics practices and in matntaining
exposures ALARA,

Guanterly exposuse of individuals to less than
Investigational Leve! 1.

e
Facept when decmed apprepriate by the RSO

no further action will be taken in those cascs
where an individual's exposire 15 Jess than

5. Persons Who Receive Occupational Radiation Exposore Table 01 values for the Investigational Level 1

n The worker will be instructed in the ALARA h Persannel exposures equal to or greater than
concept and s relationship to working proce- Investigationy) Level 1, but less than Investigs:
dures and work conditions. tional Level 11,

b The worker wi'l know what recourses are asail- Fhe RSO will review the exposure of cach inde
ahle f hofshie feols that ALARA s not being vedual whose quarterly ea posures cqual or exceedd
promoted on e job, Ivestigational Level I and will report the resulis

. of the reviews at the first RSC mecting following
6. Establahment of frvestigetionsl Leveis f9 Order to the quarter when the exposure was recorded. If »

Motdtor Individual Occupational External Kadiation the exposure does not equal or exceed Investiga-

Exposures tional Level 11, no action related specifically 1o

the exposure is required unless deemed appro-

This institution (or private practice) hereby establishes priste by the Commitice. The Commitice will,

Investipational Levels for occuputional exicrmal rad- however, consider cach such exposure in com-

bon exposure which, when exeecded, wil) initiate parison with thosc of athers performing similar

review of investigation by the R5C andjor the RSO tashs s an index of ALARA program quality

The Investigational Levels that we have adoped are and will record the review in the Committee

listed in Table O-1 below. These levels apply te the minules,

*yexposure of individual workers,
3 Fxposure cqual to or greater than Investipga-
tional Level 11,
Table 0.1
The RSO will investigate in a timely manner the 7~
—O Investigational Levels vansci) of gl personnel ex pasures equaling os ex-
finseons per colendar quarter) ceeding Investigational Level 11 and, if warranted,
will tuke uction, A report of the investigation, ac-
. Level ] Levet U tions taken, if uny, and a copy of the individual's
lorm NRC-S or its equivalent will be presented
1. Whole body: head and 125 175 to the RSC at the first RSC meeting following
trunk iactive biood-forming completion of the investigation, The details of
organs; iens of eyes; or these reports vill be reeorded in the RSC minutes,
gonads Commitiee minutes will he sent to the manage-
ment of this institution for review, Tue minutes,
2. Nands and forearms; feet 1875 5628 containing details of the investigation, will be
and ankles mide available 10 NRC inspectors for review at
the tune of the neat inspection,
3. Skin of whole body* 750 2250
d Reestablishinent of an individual occupational

worker's Investigational Level 1) to g level above
. : 8 sted i Tab o).
Not normally applicable to nuclear medicine operations excepl that listed in Table 0-1
those vsing significant yuantities of beraemitting isotopes.

In cases where 3 worker’s or a4 group of workers'

The Radistion Safety Officer will review un record
on Form NRC.S, "“Curment Occupational Fxiernal
Radiation Expusures,” or an cquivalent form (cg.,
doiimeter processor’s report), results of personnel
monitoring not less than oance in any calendar quarter
#s required by §20 401 of 10 CFR Part 20, The fallow-
ing actions will be taken at the Investigationa! Levels
as stated in Table 0-1 .

(1)

exposures need to exceed Investigational Level [

a new, higher Investigational Level 11 may be

established on the basis that it is consistent with

pood ALARA practices for that individual or

group. Justification for o new Investigational
2vel 11 will be documenied

The RSC will review the justification for, and will
approve, all revisions of Investigational Level 11,
In such cases, when the eaposure equals orexeeeds

Ttem 10,2
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® (ooeth @ (ks
*  the newly established Tovestigational Level 1, el g o g 7 (

those sctions listed in pataptaph 6.¢ above will Signalure ,

| (;

7. Signature of Certifying Official® Numge (print or type)
/ D /
I hereby certify that this institution (or private prac- ﬂ(«’-{ cL4 W’
tice) has impleinented the ALARA Program set forth Tile
sbove,

Institution (or Private Practice) Nane and Address

4.

The persan wha n suthorized to make comiinnnty fur the
Junpntrgbion of the wshilubon g Wospital adimsiraton) or,
0 the case ol o povate practiee, the Toensed Pl sican.

(5) Ttem 10.2
Mar. 14, 1995
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LEAK TESTING SEALED SOURCES

All sources tested will be listed.

All Cg-137 brachytherapy sources will be wipe tested
simultaneocously. (They are listed ‘ndividually eon the
Activity sheet.

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

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.

The source carrier and surface of the L-Block shield
will be wipe tested.

The shielded storage container of the beta applicator
will be wiped.

For larger sealed sources the wipe will be taken near
the ra'iation port and on the activating mechanism.

Fer tbe te etherapy machine, the wipe will be taken with
the source .n the off position. The following areas
will be wipe: ! the area near the shutter mechanism ; the
primary and : econdary collimators and trimmers.

Al1! scources w 11 be tested with an individual cottion
]

swab and iden ified, with the exception noted in #%2
above.

The samples will be analyzed as follows:

An instrument that is sufficiently sensitive to delect
0.005 microcuries will be used,.

To estimate the efficiency ¢of the analyzing system, a
check source with a certified activity will be used.
If the appropriate isotope is not available the a
certified source with a similar spectrum will be used,.

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

The wipe sample counte per minute will be recorded lor
each source tested; then the estimated activity in
microcuries will be calculated based on the activi
measured with the certified sources,

L
\
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CONTAMINATION CONTROL PROCEDURES AND

— "t

GENERAL INSTRUCTIONS TO PHYSICIANS AND TECHNOLOGISTS

Only those persons who satisfy the criteria found in 10 CFR 35 and
who are named in Item 7 of this application shall be authorized to
use radionuclides.

Careful techniques aund exlreme personal cleanliness are the primary
means of preventing contamination and entrance of radicactivity into
the body. Therefore, the following rules should be observed in
radionuclide laboratories where unsealed sources are used or stored.

1. Order shall be maintained according to the dictates of good house-
keeping procedures. Waste or contaminated materials shall not be
permitted Lo accumulate.

2, Eating, drinking, smoking or applying make-up as well as storage of
food, drinks, or personal effects will not be permitted in a
restricted area.

3, Pipetting by mouth will not bz permitted in & resiricted area. A
bulb zhould be used to pipette radioactive material.,

4. Personne! monitoring devices shall be worn while frequenting the re-
stricted area. ¥Vinger exposure monitors will be used during elution
of generators, during prepsarations, assay, injection of
radiopharamaceuticals, and when holding patients during procedures.

5., Technetium=-99m shall be assayved for Mo~99m content., If the Tc-99m is
found to contain greater than 1 uCi of Mo-98 per mCi of Te-99m it
will not be considered acceptable for human use. Similarly, 1f=-
greater than 5 uCi of Mo-99 would be present for administration to
the patient, the Tc~99m will not be considered acceplable for human
use .,

6, All radionuclides and radiopharmaceuticals will be assaved for acti-
vity prior to administration to a patient. The dosage will not be
administered if the dosage is more than 10 percent off from the
prescribed dose. A log will be kept of the date, radionuclide or
radiopharmaceutical and activity administered to each patient.

7. Laboratory ceats or othe: protective outer garments and dispesable
gloves should be worn while handling radioactive material. To avoid
spread of contamination, remove gloves at work area and remove lab
coat before leaving the Nuclear Medicine faciiity.

8. Personnel who handle radicactive materials should monitor their
hande, and clothing prior to leaving a resiricted area.

9. Areas in which radicactive 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
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18,

]9.

Contaminated eguipment 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.

Removable contaminat‘on shall not be allowed to remain.
Radioactive waste disposal will be in designated, labeled, and
properly shielded receptacles.

Work surfaces should be covered with disposable absorbent paper and
trays should be used for carrying out manipulations of radicactive
materials where spillage may occur. The trays should be covered
with absorbent plastic~-backed material. The absorbent material
ghould be changed when measurable radiocactivity has built up or
when they are unsuitable for further work. These materials should
be treated as radicactive waste.

Procedures involving gaseous, volatile or dust-forming radio-
active materials shall be confined to hoods or g€love hoxes when
appropriate.,

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,

Syringes and unit dosages will be labeled with the
radiopharmaceut ical name or abbreviation, type of study, or the
patients name. A log book or computer log will be used to record
at a minimum the followiaog information: Isotope, name of compound,
the date and time of receipt or preparaticn, total prepared
activity, specific activity, at a specified time, | tal volume
prepared, total volume remaining, the measured activity of each
patient dosage.

Disposable supplies should be used whenever possibie.

All radicpharmaceuticals shall be manipulated behind suitable
gshielding. Remote handling devices should be used whenever prac-
tical. All vials and syringes should be shielded during prepaca-
ftion and administration of patient doses.

Open wounds on exposed body surfaces shall be properly dressed and
protected before working with radicactive materials,

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

ATT 10.4
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PROCEDURéS FOR ORDERING AND RECEIVING RADIOACTIVE MATERIAL

The Chief Nuclear Medicine Technologist or his designate will place
all orders for radicactive material and will ensure that the
requested materials and quantities are authorized by the license and
that possession limits are not exceeded. See attached description.

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

Nuring off-duty houre the carrier will deliver the radicactive
pachayes to the Nuclear Medicine Department and deposit the ma.erial
in the locked storage area. The carrier has a key.

If for some reason the carrier can not access the locked storage
arvea during off-duty hours, security personnel will accept delivery
of radioactive packages in accordance with the procedures outline in
Department of Radiovlogy's memorandum (attached).

"
PO,
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PROCEDURE FOR ORDERING RADIOPHARMACEUTICALS

The Nucl!ear Medicine Personnel will list the patients name and
scheduled exam on the Schedule Board in the Nuclear Medicine
Department after receiving a request,

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.

The Radiopharmacy have the acceptable dose ranges for each exam
performed,

When the radiopharmaceuticals arrive they ar Llaced in the hot
lab, grouped by exam type, in their indiviwual shielded container.

When the technologist prepares to administer the
radiopharmaceutical to the patient, the technologist assays the
activity in the dose calioralor and writes it on the label on the
syringe container.

' 6.« After injecting the patient, the pstients name is written on the

label .

After injecting the patient, a copy of the label is removed from
the container and secured in a lo¥ book.

The used syringe is returned to the shielded container, placed in
the transport casc and returned to the_radiopharmacy.

1tem 10.6
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MEMORANDUM FOR: Secu ity Persocanel
FROM: Radiolougical Services
SUBJECT: RECEIPT OF PACKAGES CONTAINING RADIOACTIVE MATERTAL

Any mackages containing radioactive material that arrive
between 4:30 PM and 7:00 AM, or on Saturdays and Sundave

shall be delivered to the Emergency Departmenpt and signed for

by the Becurity Guard cu duty and taken immediately tc *“he

Nuclear Medicine Departwment. Unlock the door and place Lhe
package on top of Lhe counter next to the sink, and relock

the door.

If the package is we. or appears to be damaged, immediately
contact the hospital Radiation Safety Cfficer, or Nuclear
Medicine technologist. Ask the corrier to remain at the
hospital until it can ke determined that neither he nor the
delivery vehicle ig contaminated,

RADIATION SAFETY OFFICER: Berry L. Stewart, M.S.
OFFICE PHONE: 783~-8171
HOME PHONE: 784-0121
NUCLEAR MEDICINE TECHNOLOGIST
OFFICE PHONE: 783-8484
ON CALL: 783~-8291
{3) ATT., 0.8
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DEPARTMENT OF RADIOLOGY

DIVISION OF NUCLEAR MEDICINE
ST. FRANCIS HOSPITAL CENTER
1600 ALBANY STREET
BEECH GROVE, INDIANA

NYRSING PROCEDURE FOR _JODINE~131 THERAPY PATIENTS
EXCEEDING 20 mCi

The patient is to have NO _personai articles that he/she
wishes to keep. (EXCEPTION: GLASSES & HEARING AID)

PREGNANT OR LACTATING nurs»s are NOT to attend patient.

Nurses are to follow the attendance times on the
worksheet .

Nurses are to wear their individual film badge while
caring for patient.

USE rubber glove when working in the patient's room and
dispose of them in the trash receptacles provided by
Nuclear Medicine,

All linen is to be placed in the receptacle provided for
linen.

Insgtruct ALL PATIENTS (male & female) to urinate in a
sittdng position, wear latex gloves, and to flush the
toilet TWO (2) times after each use,

NO visitors for the first 24 hours. Visitors are
permitted after the first day with the exception of
persons younger than 25 vearaz of age and pregnant or
laciating women, They are to follow the nursing
attendance times and are not allowed anyv closer to the
patient than 6 feet. Visitors must report to the
nursing station before entering patients room.

VISITING SHOULD BE DISCOVURAGED.

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

Contact Nuclear Medicine at ext. B484 Mon-Fri 7am - S5pm.
Nuclear Med tech on call ext. 8291 or

Berry Stewart RSO 784-0121
Rediologist on call ext. B291

ATT 10.14
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1-13]1 METASTATIC THYROID THERAPY PROTOCOL
1ODINE-131 EXCEEDING 350 mCi

Put patient in private isolction room . Prefer room 915
or 914 on nine tower.

Have patient wear hospital gown. Ne¢ personal clothing.

Floor is te collect all clothing, sheets, etc¢., in
plastic bag. This is to be stored in radicnuclide waste
room, Save these in separate bags in waste room,

Inastruct ALL PATIENTS (male & femal2) to urinate in a
sitting position, wear latex gloves, and to flush the
teilet TWO (2) times after each use,

After administering the ¥-131 to the patient, measure
the exposure rate at one meter from the patient’s
abdomen. Should be approximately 25 mR/hr.

Record oxpusure rate on patient’'s chart,

Post signgs on patient's: chart; bed; room door; and
Cardex.

Check patient every day and measure esxposure rate from
patient's neck at a distance of 1 meter., Record on
chart. When exposure rate is 6.6 mR/hr or less, patient
may be released,

Check patient every day and measure exposure rate (R)
at (2) feet and (8) feet to figure nursing attendance
times, R {miR/hr) Enter time in chart.

Nursing attendance time in minultes,

10 mr per day (Max. allowable exposure for nursing)
Attendance time in hours.

Exposure rate atl distance from patient

it

pd
N
\l
R

LU LA

(Y) = (D} ; {(Z) = (Y} X (60)
(R)

Any individual nurse is permitted to attend the patient
ONLY one (1) time during the stay, and then ONLY
according to the recommended nursing attendance times.

A Tinal survey of the patient's room must be done befare
the room can be released for use by another patient.

ATT 10.14
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St. Francis Hospital & Health Centers
g Bewct Crove, Idiiana

Nursing Services Administraticn

Protocol: Care of the Patient Receiving Iodine 131 Therapy

Purpose: To cutline the mursing management of the patient receiving Iodine
131 therapy.

Level : Interdependent

To provide patient, staff, and visitor protection and
inmediate identification of complications of therspy.

Patient Teachirg:
Achd tting will notify 9 Tower when a tient is scheduled for
admission. Prior to the patient’s gsicn, a 9 Tower RN

will contact the patient at home to initiate patient teaching
_ and to establish a rapport. The following to be discussed
p with the patient:

Personal Beloangings
- ucﬁer-mu belongings other than glasses, dentures and hecring
. If a patient desires additional belongings, they musT

Jnow that belongings will be stored after dismissal and not
returned for J3 maths. tients to

Visitors

- No children under 18 years of age or lactating or pregnant
visitors allcwd.

- No visitors are allowed during the first 24 hours (except in
umsual situations where agproved by the attending physiciarn) .
During the remainder of the patient’s hospital stay, exposure
time for visitors will be the same as for persamel at € foot
distance for that day. Refer to worksheet on front of chart.

. Visitors must wear isclation apparel (gown, disposable
gloves/foot covers) while wung tient.

- Isclaticon apparel will be ard disposad of in proper
o~.cainers within the patient roam.

Trine/Stocl /Emesis
- Patients will use the toilet in the room for both urine and

!‘ ATT 10.14
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Care of the Patient Receiving I-131 Therapy

stcol. Instruct patient o don disposable gloves before use of
toilet. Flush twice after sach use. Men will sit to urinate to
eliminate splashing. If unable, use urinal and pour carefully
into toilet. Discard gloves and wash harxis thoroughly.

- If wvomiting occurs within 48 ks, scmeone fron Nuclear
Medicine will assist in the cleaning. MNotify your nurse
immediately. A disposable wash basin will be available for
vomd ting.

Isolation

~ Will be placed in § special isolaticn rocam (T915). Patient
carmot leave the ruom until radicactive contaminaticn
precautions are lifted.

- There will be little perscnal contact.

- May avnmunicate through door, via intercom or phone.

- g magazine, etc., that can be thrown away.

Preparation of Roam: FPrior to dosing, MNuclear Mecicine perscrmel will

*

»

assist with the preparation of the room. (1915)

- Floors, chairs, tables to Y oowered with paper or chuxs.
(Nuclear Medicine)

- Towels, gowns, linen, and all bedside supplies will be placed in
room. (Nursing)

~ Pacient should have no persanal belongings except glasses,
dentures an:! hearing aids. (Nursing)

-~ Two receptacles are to be in room, cne for trash/cne foy linen.
(Nuclear Medicine)

- Qbtain a disposable BP cuff/stethoscope (Nursing)

- Radiation Isclation Cart to be cutside of roam (Nursing!

- Disposable Ambu Bag ocutside of roam (Nursing)

Camlete admissicn assessment sheet prior to dosing (usually

patients are admitted and dosed same day) .

- Assure that all lab work/x-rays have been completed, especially
TSH level. (TSH lewvmls are anly run on Moarxay-Wednesday-Friday
and take 3 hours.)

- All wemens of child bearing age must have a pregnancy test
cxpletad prhior to dosing. (Use Aduninistrative Folicy and
Proceciire #660.01 as a guide).

- Remove all patient belongings from room.

- A technician from Nuclear Medicine ard the Radiolegist will come
to the floar to administer Icdine 131.

Musing Care

- Staff will have minimal contact with the patient.

- Staff will take medications, meal tray and other needed supplies
inside the catient’s rvom and place them on the bedside table
ust 1insi r, for tient to abtain.

- wil]l commriicate with mEE patient frum hallway/intercam
every shift/prm. Must have visal contact at least every shift

from docrway.

ATT 10.14
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¢ the Patiert Receiving I 131 Therapy

- Lactating or pregrant staff should not be assigned to care for
patient.

- Staff will not enter room unless an emergency situation arises.
Before entering: gown, glove, cover hair and shoes, wnd mask.
Discard coverings in proper omitainers within the patient’s

roam.

- Patient’s well-being will not be placed in jecpardy.

- Notify charge muse in ICU and QU of a potential Code Blue.
Lesve the cart outside of roam and bring in anly necessary
equipment. Reoord all employees present.

- In the event of a ocode, proceed in a normel fashion. Nuclear
Medicine will provide evaluatian inmediately following the code
situation.

- Rotate staff so that they are not assigned for Patient Care more
than 8 hours per lospitalization, Nurses will follow the
attendarice times on the worksheet located on the patient’s
chart. A counter will be worn when entering patient rocam.

- Bedside chart forms will be kept outside the rocm.

- If vemiting or incanstinence occurs within the first 48 howrs
sfter doeing, notify the Nuclear Medicine Department at 8484 or
Nuclsar Medicine Tech on call for clean up (call 8291 to find
out who is on call).

Medication:
1. May adninister Tigan 200 my Suppository, cne every 4 - 6 hours
pm o nausea/vomiting.

If allergic to Tigan, call Radiclcgist.
- Notify the radiologist an call of any prublems that occur.

- Diet L;p:zor to dosing should be clear ligquids. NPO for 2 hours
' lately before dese. Remain an clear liquid 2-4 hours after
dosing then diet as at home. Force fluids after clear liquids,
diet as toleratec zflc.imc.

* No red food dye no seafcod for one week after receiving
dose. Flush any left over food down toilet to prevent cdor from
wasLe,

Vital Signs
Will be taken basis. A disposable BP cuff and

isclation cart. Once used, they will

S
E
K8
5
§gH

Post Adnission Patient Teaching: Assess patient knowledge regarding

teaching campleted pricr to admission. Answer any questions the
patient/significant other may have.
x following will be discussed in addition to the Pre-Admissicn

. ATT 10.14
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Care of the ,atient Receiving I 131 Therapy

Elimination

- Patients will use the toilet in the roam for both urine
stool. Instruct patient to don disposable gloves befo.ra use of
toilet. Flush twice after each use. Men will git to urinate to
eliminate splashing. If unable, use winal and pour carefully
into toilet. Discard gloves ard wash hands thoroughly.

and

Linen

«All linen is oo be in large containers (provided by
Nuclear Medicine) 1 widamdphstichgsmdphca:lacfaoc
of patient‘'s bed. Cmtainers be w by MNclear

-acimc-n;umzwammm 2 draw sheets, 3 towels, 3
washclothes and 3 gowns in roam pricr to dosing.

Varni ting/Nausea

If vamiting occurs within the first 48 hours, contact the nmurse
Mmlymmccmnnlwmmmcanbe
cmntacted. If at all possible, vamit in a disposable wash basin
to prevent contamination. Do not use amesis basin.

Bath
Patient may take sponge bath. MNo showers, tub baths, or

shampooing. The dirty water from a spoge bath should be
 4® collectad in a basin and dumped into the tollet and fJushed x 2.

Medications
Patient will be given routine home meds as crdered by physician.
Instruct patient an administration of suppository.

‘,

Decumencation: Complete pertinent parameters an flow sheet, Update care
pla: and complete 24 hour progress notes. [Document patient

teaching on appropriate forms.

Discharge Plarmirng/Patient Teaching:
All patients wio have had Radicactive Iodine-131 will have the

following patient teaching documnted uoon discharge:
pon dismissal patients and/or their significant other will
vertalize home care. FPatients will receive a copy of the Nursing

Discharge Summary and Instruction Sheet.

Medications
Take as directed by physician
Specifically ask about thyrmd medicaticns.

Activity
As tolerated around home, uriless otherwise specified.

Diet
Previous hame diet, unless otherwise immzcmdbymicim
wxadtooddyeormtaodtarannnkfauggg

Elimination
Continue to flush toilet twice after each use for 2 weeks, No
other precautions need to be taken. Males should sit to urinate !

or continue to use a urinal.

‘ ATT 10.114
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of the Patient Receiving I 131 Therapy

Special Precauticons

Lo not hold any small children for 2 weeks after dismissal.

Not to go in crowded places, shopping, church, etc. for 2 weeks.
Slaq:alawmdmsanal:alacimsfarzm.

Limit contact with family, friemds, children under 18 years of age
armc/hcucmgmforzm.

C2!] physician for any problems or concemns.

Follow Up Visit
call for follow up visit with physician as instructed by the

Develcoped By: 9 Tower Medical -Surgical)
Date: 1986

Commi ttee Approvals and Date:

Radiation Safety Cammittee: 6/28/90)b/' 4
Pharmacy & Therapeutics Cammiftee: 9/4/90
Mursing Council Standards: 04/28/74
Bication Standards Committee: 3/16/94

Referenices

St. Francis Hospital Nursing Protocol, Muosing Care for Iodine 131 Therapy
Patients, 10/3/91.

St. Francis Hospital Center, Department of Radiology Division of MNuclear
Medicine, Nusing Procedures for Iodine 131 Therapy Patients Exceeding 30
MCI, Revision June 1950.

St. Francis Hospital Center, Department of Radiclogy, Division of MNuclear
Medicine, Iodine 131 Cancer Therapy Worksheet, June 1990.

Russell, Rebecca, RN, MSN, Clinical Nurse Specialist - Pebyuary 1994.
Hentz, Debby, Nursing Manager, Swgical hit - February 1594.
Stinscn, Jim, CNMI, Assistant Chief, Nuclear Medicine - 2/94.

Perkins, Orrin, MD, Nuclear Medicine - 2/94.

Approved by: Nursing Council

Vice-President of Patient Services Date

A6l.Proto/I-131/therapy
05/02/94
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SBAINT FRANCIS HOSPITAL CENTER
DEFARTMENT OF RADIOLOGICAL SERVICES

NUCLEAR MEDICINE DIVISION

POST IODINE-131 PATIENT INSTRUCTIONS

Should eleep alone for the next three (7)) days.

If possible use a separate toilet from other family members
for the next three (g) days. Flush teoilet twice after use.

Sl:;ntnny urine spills with toilet paper and flush down
oilet,

Avoid close, extended contact with emall children for
the next three (3) days. Example - do not sit next to someone
in a car for an hour or more, do not have a child sit on your

lap for an hour or more, etc.

Casual contact ies acceptable which would be at a distance of
three (3) feet or more.

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

DO NOT BREAST PERED for the next two (2) weeks,

Check with your referring phyeician for information
on reetarting your medication.

Make an appointment at 6 monthe from dosing with I-131
to see your referring phyeician for check-up.

- ATT 10.14
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SAINT PRANCIS HBNSPITAL CENTER
DEPARTMENT OF RauvIOLOGY
POLICY AND PROCEDURE
NO. - 722.33 | EFFECTIVE DATE: MAR-01-89
DIVISION: NUCLEAR MED
T!CB“OLO@IBT THYROID BIOASSAY FPOR THERAPEUTIC I~131 USE
PURPOSE:
To provide radiltioﬁ safety monitoring of I-131 thyroid uptake in
occupational workers (CFR Part 35.315,a,8)
POLICY:

The Nuclear Medicine Department will provide a method of
monitoring the thyroid burden of occupational workers involved

~ wwith the therapeutic use of I-131 requiring the patient to be
Kospitalized (more than 30.0 mCi).

PROCEDURE :

All personnel which prepared or sdministered or assinted in
preparing or administering the dose of I-131 will, within 3 days
after the usage, perform a bioassay.

Bioassay is as follows:

Utilize the ADC Thyroid probe.

On the. "THYROID BiOASSAY FOR RADIOIODINE - WORKSHEET"

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

4. Record the Minimum Detectable Activity (MDA)

5

6

Rediation Sufety vificer to get worksheet.

. Calculations will be done and if Thyroid Burden is congidered
significant, additional blood work will be required.

7. Negative resuits of the Bioassay testing will be reported
at the quaterly Radiation Safety Committe meetings.
ATT 10.14
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SAINT FRANCIS HOSPITAL CENTER
DEPARTMENT OF RADIOLOGY
NUCLEAR MEDICINE DIVISION

THYROID BIOASSAY FOR RADIOIODINE - WORKSHEET

Personnel Dats
Name : £8s: - -
Date of Exposure: / / Dose Used: MCI

BESHESSENERNRRSRRNEESRRERRRENSRNRSREERRLIIRSRRERRISETS

1. Gross Thyroid: ots. /

\
'

Equipment Data
)
Counyfh: Instrument:

min count time = _________ cpm

SN#

Standard Used:

Standerd Activity: ___ . UCI

EERESRNRRRNEEZR R PR RRNNRENR RN RRNRSREEESEERESRRETSE

2. Room Backgrcund: ote. /

‘3. Grose Standerd: ______  cts. /

Retector Efficiency (EFF)
Efficiency =

cpm/uCi

Minimus Detectable Activity (MDA)

MDA = uCi MDA

Thyrold Burden Ceculstions

Thyroid Burden = uCi

(10}

3 R/t

min count time = ___ cpn

min count time = cpm

(Net Std. cpm / uCi in Std.)

R = Bkg cpm
t = Bkg count time (min)

{(Net Thyroid cpm / EFF)

ATT 10.14
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PROCEDURE FOR RADIATION SAFETY DURING IMPLANT THERAPY

1. All patients treated with brachytherapy sources will be placed in a
private room with toilet, Preferably 815 or 914.

2. The patisent’s room will be properly posted in accordance with
20.105(b) of 10 CF9R 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
the (mplant ig loaded with sources that exceed 80 mgRaeq’'s of Cs~-
137.%

* Bared on the facts: (1) to prevent patient aunxiety 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 implanls are less
than 25 mgRaeq's; (5) measurements made in the rooms above and
below the room used for implants with 87.41 mgRaeq of Cs~137 1in

free space were less than 1.5 mR/hr.

Fxposure rate measurements will be taken at the patients beds ide ,
three feet away and at the entrance to the recm.

The Radiation Safety Officer or his designate will then determine
how long a person may rew: .n at these positions and will post these
times in the patients chart.

i{. The form, Nursing Instruction: for Patients Treated with
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
requirements of Section 20.105(b), 10 CFR Part 20.

6. Nurses will use perscnnel dosimeters when caring for the patient.

7. At the conclusion of t(reatmeni, a survey will be performed to ensure
that all sources have been remocved from the patient and accounted
for., Al]l warning signs will be removed and pocket dosimeters will
be returned rvo the depart 2nt,

B, Instructions ‘e Nurses

a. Special restrictions may be noted uvn the precaution sheet in the
patient's chart, Nursing should read these instructions befcre
administering to the patient. Call the Radiation Therapy Dept.
if vou have any guestions abeout the care of these palients.

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

¢c. A film badge, or pocket dosimeter will be available cutside the

ioom along with a log sheet to record the dusimeter readings.

ATT 10.156
wlw Mar., 14, 1995



d. If possible pregnant nurses should
rot. be agsigned to the personal care of these patients.

e, Never touch needles ,

capsules or containers hoiding
brachytherapy sources, 1f sources become disloddged
forceps and put

them in the shielded

use long
the Radiation Therapy

container provided; contact
Dept. 1immediately.
f. Bed bath by the nurse should be omitted while the sources are in
place,
ATT 10.156

Mar. 14, 1995
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PROCEDURE FOR SEALED SOURCES

STORAGE

All sealed sourceg used for brachytherapy are stored within a
4 inch lead safe.

SAFE HANDLING OF BRACHYTHERAPY SOURCES

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

2. To keep your whole body radiation dose to a minimum when
working with radicactive sources, always stand behind the
special shield provided for this purpose. You should observe
the sources through the leaded glass appended to the shield
top and work as quickly as practical.

3. Unusual manipulations should be tested in advance with non-
radivactive dummy sources to find the most rapid and
efficacicus manner of performing them.

4. Any remcval 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 (6)
months.,

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

basis.

DETERMINING EXTREMITY DOSE

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

TRANSPORTATION

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

ACCOUNTABILITY

A record of igsue and return of all sealed zources 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
survey of the patient. A Physical inventory shall be made at
least every six months and a written record kept.
ATT 10.15
-3~ Mar. 14, 1995



Exposure rate measurement will be taken at the patient'

beds 1de M thres foet awia wnd 1t the entrance to th }u\' jent 's

rFoom

A survey will be performed at the conclusion of the treatment 1«
ire that all source have been removed from the patient and

t hid 4 1!
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HIGH DOSE RATE REMOTE AFTERLOADER
Intanded Use:

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

Proposed Users:

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

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 leading sources from transport
container are part of the on-site training.

The source will be installed by a gqualified representative of
Nucletron.

The training and instructions will be provided by a gqualified
representative of Nucletron 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 the use of the unit and the Emergency FProcedures, on-
site,

Individuals who use the unit will be inserviced annually eon 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.

Facilities:

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 8.1,

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

There is an interlock on the treatment roem 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 ag on the
MicroSelectron-HDR itself.

As the room is also a Cobalt-60 Therapy Room, it ig& currently a
restricted area and so indicated by signs and warning lights.

When the MicroSelectron-HDR is in use the Cobaltl unit will be turned
off and the key secured,

ATT 10.15
-5- Mar, 14, 1995
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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
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:

Area Exposure (mR/hr)
Corridor 0.238

Control Room 1,603

Film Storage 0.047
Accelerator Room <0,001

Floor Dirt Fill

E. Operating procedures:

a. Prior to use, appropriate staff will be provided with written
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 activity accuracy will be determined, in air with a
calibrated dosimetry system, to within *#+ 10% on an annual basis or |
after each source change.

¢, The calibrated dosimetry svstem will meet the requirements of 10CFR
35.630, and the primary chamber will be a re-entrant type chamber.

d. The timer accuracy and zource 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 gquarterly 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:
A Copy of the Emergency Procedures will be posted near the zontrol

console. They will be similar to the copy of the emergency |
procedures enclosed.

ATT 10.15
) - Mar. 14, 1985




Leak testing is done by the manufacturer and the source will be on
gsite Jess than five months , therefore additional leak testing is
not required.

G. Leak Test:

H., Waste Disposal:

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

ATT 10,16
Nov. 22 1989

-




emefsency Procen®REs

FOR
microSelectron-HDR 192y
IF THE SOURCE FAILS TO RETURN TO THE SAFE

1. Depress RED EMERGENCY STOP BUTTON on master emergency stop switch. If the
source ratracts, go to step 7, otherwise step 2.

2. Enter the treatment room.

® PUSH down on the access pane! on top of the treatment unit to access the GOLD hand
crank. Tum it in the direction of the arrows until it blocks.

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

Gold Hand Crank Wimesk biaevel Cramd
77 / /f'7
.A
Aoises pswl & s
Sate tndioator 4 / /
¥
Yreatrnont indicetos

Access Panel Location Gold Hand Crank Location
3. Disconnect the applicutor 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 sultably 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 printout and contact the following:

Physicist B"‘ﬂv/'?* o £170 ”ﬂ"‘ ...... 78Y-0n/
Doctor: .. &5 n'.}.u..,.ﬁ.b .............. T @l e
Nuciletron

RODIOSONMEIVE. .............ooooroeesoo TUL cocrssssmpresssnsmessseromsmasossi oo

[~§00 53622 ¢5
Theunkmndedmd!aﬂondontombhhoupmmveboenwb’octodahomdbe
estimated and recorded by a sultably qualified person. ATl /015

Mear. , 7Y, 1997
p—— () microSelectron-HDR %21 7. Ox



WASTE DISPOSAL PROCEDURES

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 residuel activity of the radicopharmaceutical left in
Lhi viinge 18 returned to the Radicpharmac

ATT 11.1
Mar. 14, 1995
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Michae! O Vollmer

Vice President Professional Services
St. Francis Hospital and Health Centers
1600 Albany Street

Beech Grove, iN 46107

Dear Mr, Volimer:

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 iil 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 en 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
terminate all activities involving materials authorized under the license.

A9530A
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M. Volimer -2-
4, Request and obtain a license amendment before you:
a. Receive or use byproduct material for a clinical procedure permitted under
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 material in excess of the amount, or radionuclide, or form
different than authorized on the license;
e. Add nr 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.
9. 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
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.

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.

You will be periodically inspected by NRC. Failure to conduct your program in accordance
with NRC regulations, license conditions, and representations made in your license
application and supplemental correspondence with NRC will result in enforcement action
against you. This could include issuance of a notice ~f 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 and the public can result from failure to comply with NRC requirements,



M. Volimer -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,

Original Signed By
Gidget Watson
Nuclear Materials Licensing Branch

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

Enclosure: Amendment No. 23

DOCUMENT NAME: M:\03009398.CL7
To receive a copy of this document, indicate in the box: "C" = Copy without attachment/enclosure "E" =
Copy with attachment/enclosure "N" = No copy

OFFICE |DNMS/RIlI
NAME GWatson:brt

DATE |01//y /197 W
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Our Specialty is Life

10/09/96

U.8. 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:

B 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 1f 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.

2.0 The conscle keys are located in the desk drawer in the
locked control room, when not in use. RECBIVED

2.4 A copy of the emergency procedures is enclosed.
Briefly to enter the treatment room in an emergenuqv 0 6 1996

situation, the following would occur;
REGION III

1600 Albany Street « Beech Grove, IN 46107 » (317) 787-3311
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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 prcblems 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:

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
gource in the ghielded position. This survey will be
performed by either the Vendor Service Rep, immediately
after the source replacement, or the Radiation Safety
ofticer 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
surrnunding 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 demonstvate the above couwpliance.

(See ATT 10.15 dated 3/14/95, Secticn D.d. for
calculations of the maximum exposure levels in adjacent
areas.)

1f source strength is greater than the maximum activity
used or there are structural changes then a new area
survey will be performed.

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

Pursuant to 10 CFR 20.1904, at least one "Caution
Radiocactive Materials" label will be affixed to the
treatment unit.

Operating Procedures

The treatment room will be secured when unattended.

Treatment planning removable media will be labelled
with patients name and ID number.
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7a.

See enclosure RO-32 (III) V.

See enclosure RO-32 (III) V.

See Enclosure RO-32 (III) CC.

See Enclosure RO-32 (III) DD.

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

See enclosure RO-33 1.

See enclosure RO-33 1.

See enclosure RO-33 5,

See enclosure RO-33 12 & 13.

See enclosure RO-32 12 & 13.

The results of the daily checks including the results

and initials of individual performing checks will be
maintained for at least three years.

Monthly Checks:

Source position accuracy will be determined to within
+ 1 mm of the programed position.

Timer accuracy will be determined.)

Source guide tubes will be measured prior to use to
assure agreement +1 mm,

Per manufacturer recommendation, the battery test will
be performed on a guarterly basis at the time of source
replacement by the manufacturer’s representative.

The records of the monthly checks will be maintained for
a minimum of three years and will include:

date of check; results of check; pesition of accuracy
check programed and actual; the initials of individual
performing the checks.

Calibration of Afterloading Device

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



7.b

7.4

£ 4

Sze enclosure ATT 10.15 dated Sep 30, 1996 (E.b; E.c).

The calibration recorde will be maintaired for at least
three years and will contain the following:

the manufacturer’s name, model number, and serial number
for both the HDR and sourca;

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%,

As the medical physicist will be doing the calibration,
any measurement discrepancies will be Xnown.

The HDR unit will be calibrated on a quarterly basis
after source replacement, prior to the firsct use of the
new source for patient treatments.

Source homogeneity will be confirmed via

autcradiography.

7.9

7.8

8.b

The dosimetry system that wiil be used to perform
calibrations is made up of a Keithley electrcmeter or
equivalent and a Standard Imaging Inc. HDR-1000
re-entrant chamber. The syscem will be calibrated by an
accredited calibration at intervals not exceeding two
years. The calibration records will be maintained.

The source inventory will be performed on at least a
quarterly basis, via autoradiography. The records will
be maintained in accordance with 10 CFR 35.59(qg).

Emergency Procedures
See enclosure ATT 10.15 dated Sep. 30, 1996 F.

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.

Emergency source recovery ejuipment, including a
shielded container, and remote handling tools, will be
stored in the treatment room. At this time there are no
procedures rerformed that would reguire the surgical
removal of an applicator or the cutting of the source
cable. If in the future the nature of our practice



changes, then the contents of the emergency recovery kit
will be addresced.

8.4 8See enclosure RO-33a.
Mainteuance

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.

1f you have aiy further guestions, please {eel free to
contact Berry L. Stewart, M3, RSO at 317-783-8171.

Sincerely,
A - :
Lois Slemp Vice

President
Prof. Services

Enclosures:
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NUCLETRON TRAINING SEMINAR
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1. Teaching Alos Lised

Users Manual F .
Applicators & Accessones R
Source Container & Dummy Sources il <1
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Date Date
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EMERGENCY PROCEDURES

FOR
microSelectron-HDR 192y,
iF THE SOURCE FAILS TO RETURN TO THE SAFE

1. Depress RED EMERGENCY STOP BUTTON on master emergency stop switch. if the
source retracts, go to step 7, otherwise step 2.

2. Enter the treatment room.

¢ PUSH down on the acoess panel on top of the treatment unit to access the GOLD hand
crank. Tum it in the direction of the arrows until it blocks.

o if the source retracts, go to step 7, otherwise step 3,
R

{hotd Hand Creak Biack Mand Crami

Access Panel Location Gold Hand Crank Location
3. Disconnect the applicator from the machine. Move the machine well away from the patient.

4. Chack the patient fcr iadiation. If detected, remove the applicator from the patient, ensuring
that radiztion is confined to ths applicator.

L 5. IMMEDIATELY assist the patient from the room. A sultably qualified person must now
: erisure that the applicator iz shielded.

6. Laave the room. Close the door. Maik it NO ENTRY.

7. Retain ihe treatment data printout and contact the following:

Physicist E"Q’V'r*“ vo. £1  Heme 28Y-072/
Doctor. &S’n\}ngrﬂb o L e,
; Nurtetron

|-p00 ~$56-22 ¢
The unintended radiation dose to which those present have been subjected should be
estit ated and recorded by a suitably qualified person. ATT 1015
Mar , 1Y, 1997



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. Propoged 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-gite 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 lcading sources from transport
¢container are part of the on-site training

The source will be installed by a qualified representative of
Nucletron.

The training and instructions will be provided by a gualified
representative of Nucletron Corporation, and refresher training will
be provided on an annual basis.

The unit will not be used unless there is an individual who bhas 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 koom. The room
formerly housed 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.

¢. There is an interlock on the treatment room door which when copened
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.

The room is currently a restricted area and so indicated by signs.

ATT 10.15
-5 Sep. 30, 1996



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
in the "safe" condition.

Once the entry interlock is tripped it must be reset by key to
activate the unit.

The maximum on time in any 8 hour period should not exceed 2 hours.

The maximum exposure rates in adjacent areas are:

Area Exposure (mR/hr)
Corridor 0.238

Contyol Room 1.603

Film Storage 0.047
Accelerator Room <0.201

Floor Dirt Fill

Operating procedures:

Prior to use, appropriate staff will be provided with written
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

b.

2.

s 19

used to treat patients,.

The dose or activity accuracy will be determined, in air with a

calibrated dos. .. aygtem, to within + 5% after each source
change.
The calibratec . ' 'ry system will meet the reauirements of 10 CFR

35.630, +ad t}lv. pr wecy chamber will be a re-entrant type chamber.

The timer acu = and source travel time will be determined at the
time dose accu.a y is measured,if a ve-entrant chamber is not used
for calibration.

Constancy checks will be performed on at least a guarterly basis

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

Enmergency Procedures:

A Copy of the Emergency Procedures will be posted near the control
console. They will be similar tc the copy of the emergency
procedures enclosed.
ATT 10.15
-§= Sep. 30, 1996
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SAINT FRANCIS HOSPITAL CENTER
DEPARTMENT OF RADIOQLOGY
POLICY AND PROCEDURE

721. EFFECTIVE DATE: JUL-01-88
DIVISION: RAD. ONC.
REVISION DATE: SEP-01-96

IR-192 HDR APPLICATION

PURPOSE:

This document establishes the process by which the
Radiation Oncology Department administers a high dose
rate brachytherapy treatment

POLICY:

It ix the policy of Radiation Oncolecgy to ensure that
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.

RO-32

Patients are referred to the Radiation Oncology
Department for radiation therapy.

Prior to the initiation of this treatment the patient
will have a consultation with the Radiation Oncolooist.
The procedure will be explained to the patient prior to
treatment, and @ consent form will be signed.

Using information provided by the referring physician,
and the information obtained during the consultation
with the patient, the Radiation Oncologist will
determine the therapy desired based on established
criteria.

The treatment procedure is a multiple stage process.

The first stage involves the placement of the treatment
catheter. This w:1l1l be accomplished by the referring
physician, who is credentialed tc perform Bronchoscopies
at SFHC, and Endoscopy personnel using a portable
Bronchoscopy unit in the Simulator room, by a
Radiologist in the Special Procedures room in X-Ray, or
GYN Applicators will be placed by the Radiation
Oncologist in the simuiator rm or Surgery.

(1)
The patient will either report to Radiation Oncology, X-
Ray or to Endoscopy prior to the scheduled treatment
time to be premedicated. This is at the discretion of
the Physician doing the Bronchoscopy Procedure or
catheter placement.



0.

If the patient reports to Endo first, the patient will
be premedicated and brought to the Radiation Oncology
Dept. by Endo for ti.e Bronchoscopy Procedure.

The patient will be transferred and secured (strapped)
to the simulator couch and the Bronchoscopy performed
for Endobronchial Procedures.

During the Bronchoscopy Procedure the Physician will
place the endbronchial applicatos with the assistance of
the Radiation Oncclogist.,

When the applicator (s) has been placed the physician
removes the Bronchoscope over the applicator catheter.

At this time the Physician performing the Bronchoscopy
is finished. 1If 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.

When the patient is released to Rad. Onc. the patient
will be monitored by the Rad. Onc. Nurse.

(I1)

After placement of the catheter, the catheter will be
locaded with dumny seeds. The patient will be located on
the planning jig and Anterior and Lateral films will be
taken.

The Radiation Oncologist will identify the treatment
volume on the films and prescribe a dose.

The Dosimetrist will then take the films and run a
computerized treatment plan to determine the dwell
times. Dosge calculations will be checked by a second
party, when possible, prior to the initiating treatment.

After films have been approved the patient can be
removed €rom the simulator table and placed on a cart
with the siderails up.

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

(I11)

When the plan is approved the patient will ke tuken to
the treatment room.

The connector will be placed on the applicator and the
applicator connected tc the HDR Unit.



§. 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 completicon 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
will either be released to ¢ home or returned to
Special Procedures reccvery where he/she will continue
to be monitored until released.

AR. Patients from X-Ray will be returned tc the Specials
Room for removal of catheter as determined by the
Radic'»gist and handled as a regular specizl procedure
patient.

BB. Administrative Policy 735.01 Anesthesia Monitoring of
Patient Receiving lccal anesthesia and/or sedative type
medication will be fecllowed.

CC. No treatment procecure will be conducted for which a
decoupled or jammed source cannot be removed
expeditiously from the patient and securred. The
uitimate decision on treatment remains with the
authorized user.

DD. Nursing personnel will be provided specific (written)
instructions as nezded.

APPROVED BY : Radiation Oncology P&P/QA Committee -- 7/93

B L e D

Edgardo Sayoc, M.D. Joan Andrews,
Chairman Radiation Oncology Director Oncoleccy

e e e e e e e e e e e e e e e e e e

Berry L. Stewart, M.S,
Medical Physicist
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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.

1. Check; radiation monitor with dedicated check source, TV

10.

12.

13.

RO-33

and intercom are operational. Record rad monitoxr check.

With the key, turn the unit on and program the unit for
a 10 second time at dwell peosition #10.

Without connecting an applicator attempt to initiate
treatment. An error (#42) shouid occur.

IF ERROR DOES NOT OCCUR, STOP!
Notify Physics Immediately.

Attach the Source Ruler to the indexer. Initiate
treatment via the START button.

Observe that the sourc:e 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 .

Depress the INTERRUPT button observe that the source
returns to the safe as indicated by the console lights
and the in room monitor.

Enter the room and note the reading on the check ruler.
It should indicate 980.5 + 1.0.

IF NOT NOTIFY PHYSICS IMMEDIATELY!

Return to the console, clcse the door and hit the START
button, the treatment should resume.

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 be key reset.

IF NOT NOTI1FY PHYSICS IMMEDIATELY!
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.

Take autoradiograph to assure gource positioning.

Immediately prior to initiating patient treatment the
tube shall be checked for kinks and imperfections.

All applicators will be checked for apparent kinks and
imperfections BEFORE being sent for sterilization.

Revised: 09/01/96



PROCEDURES TU FOLLOW FOR A STUCK OR DECOUPLED HDR SOURCE

1f 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.
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 Emercency Stop button located on master
emergency stop switch. 1If source doesn't retract;

3. Depress Red Emergency Stop button on wall in
treatment room. If scurce doesn't retract:

4. Depress Red Emergency Stop Button on the treatment
unit. If source doesn't retract:

§. Gain access to the GOLD band crank located in the top
of the unit, by depressing top panel, and turn the
GOLD crank in the direction indicated by the arrows.
If the source doesn't retract:

6. The RSO/Physicist will secure the applicator at the
face of the treatment unit. The Dosimetrist, RN, and
Physician will remove the applicatcr from the patient
by effectively pulling the patient off of the
appiicator. (All patients are treated on a gurney).

EVERYONE NOTE THE TIME!

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
patient will stay in the shielded area and perform a
radiation survey of the patient prior to removing to
the hallway.

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.

UNDER NO CIRCUMSTANCES SHOULD THE INTEGRITY OF THE
APPLICATOR SYSTEM BE COMPROMISED!

(ie: DO NOT CUT THE APPLICATOR)

RO-23a



NO ONE WILL BE ALLOWED INTO THE TREATMENT ROOM UNTIL A
MANUFACTURER'S REPRESENTATIVE ARRIVES!

9. The 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 neceesary.

11. Notify the appropriate agencies as necessary.

RO-33a
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Lois Slemp
V. P. Professional Services
St. Francis Hospital
and Health Centers
1600 Albany Street
Beech Grove, IN 46107

Dear Ms. Slemp:

We have reviewed your application dated March 14, * 995, requesting a renewal of NRC
Material License No. 13-02128-03 and find that we will need additional information
pertaining to the HDR unit as follows:

1. Training Program

a. Please specify the method you will use to determine each trainee’s
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").

g, Confirm that records of initia! and refresher training provided for both device
operators and ancillary personnel wili be maintained for a period of three
years. These records must include the instructor{s! name, the attenders
narnes, the training date(s), and an outline of the topics discussed.

3 Facilities

a. Describe the viewing and intercom backup system to be used if the primary
systems fails. In lieu of a backup system, you may choose to commit to
suspend further treatments until the primary system is repaired.

b. Describe the required actions in the event of an interlock malfunction. This
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 sysiern function is restored;

£ Describe the method to ensure that the console keys are inaccessible to
unauthorized persons.

d. Describe your emergency entry provisions.
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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 docurnented 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 1s obse:vabie 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. Compliance With Restricted/Unrestricted Area Radiation Level Limits
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) The maximum radiation levels at 0 centimeters from the nearest
accessble surface of the source sate with the source in the shielded
position;

(2) That radiation levels in restricted areas accessibie to radiation

workers are not likely to cause personnel exposure in excess of the
limits specified in 10 CFR 20.1201; and

(3) That radiation levels in unrestricted area will not result in a dose to
any member of the public in excess of the imits specified in 10 CFR
20.1301.

Please confirm that records of thess surveys will be maintained for the duration of
the license.

b.

Confirm that a conspicuous, durable label stating "Caution Radioactive
Materials,” will be affixed to at ieast one outer surface of the remote
afterloading device as specified in 10 CFR 20.1904.

4. Operating Piocedures

Provide a copy of your operating procedures. These procedures must require the
following:
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The treatment room to be secured when unattended;

Treatment planiiing computer removable media will be labelled with the
corresponding patient’s name and identification number;

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;

A record of the device and patient survey maintained,;

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

Nursing personnel provided specific (written) instructions for patient care.

Confirm that written, as well as verbal instructions will be provided to
individuals assigned to complete the daily and monthly safety checks.

5. Daily Checks

Confirm that the following daily safety checks of your remote afterloader device will
be performed and describe the method used to perform these checks:

The permanent radiation monitor check with a dedicated check source for
proper operation;

TV monitor and intercom systern check to verify proper operation;

Console operational function check, indicator lamp test, other status and
operational displays;

Applicator and connector mechanical integrity check;

Applicators, source guide tubes, and conrectors visually inspected for
mechanical integrity;

Commitment to provide verbal as well as written instruction to individuals
providing daily safety checks; and

Confirm that records of your daily safety checks of your remote alterloader
device will be maintained for three years and will include 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. Monthly Checks
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;
g. 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 afterlcader
device will be maintained for three years and will include the following
information:

(1) The date ot inhe 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 initiais of the individual who performed the check.
7. li ion of Af in Vi

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. Provide 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.).




Specity your calibration recordkeeping requirements, including a commitment
to maintain a record of calibration measurements and associated caiculations
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 seriai 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 +5%.

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 + 5% from the manufacturer’s "expected”
decay corrected output.

Specify the calibration frequency. Calibration is required following a new
source(s) installation prior to patient treatment, and recommended monthly
thereafter.

Describe your method for confirming source homogeneity. This may be
done by autoradiography, following source replacement but prior to patient
treatment.

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,

Describe your method for conducting source inventories. Specify that
physical source inventories will be performed quarterly (10 CFR 35.59) and
records maintained in accordance with 10 CFR 35.59(g).
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8. m Pr r

a. Confirm that emergency procedures are provided to device operators,
authorized user(s), and other personnel as necessary.

b. Specify requirements for restricting and posting the treatment area to
minimize the risk of inadvertent exposure to personnei not directly involved
in the emergency source recovary.

e, identify where you will store emergency source recovery equipment and
s} ecity what equipment may be necessary for the various equipment failures
de: cribed in the procedures. At a minimum, emergency equipment should
include shielded storage containers, remote handling tcols, and if
appropriate, supplies necessary to surgically remove applicators or sources
from the patient, including scissors and cable cutters.

d. Specify step-by-step instructions/actions for single and/or multiple equipment
failures and the individual(s) responsible for implementing the actions.
Clearly specify which steps are tc be taken under different scenarios (i.e.,
source decoupling versus a jammed scuarce). The actions specified for
emergency source removal should give primary consideration to minimizing
exposure to the patient and healthcare personnel while maximizing patient
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. |f 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




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.

g 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 manuiacturer will be
performed in accordance with the manufacturer’s instructions;

(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

(4) Records of these irspactions will be maintained.

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.

Sincerely,

Original Signed By
Gidget Watson
Nuclear Materials Licensing Branch

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

Enziosure:
P&G Dir. FC 86-4, Rev.1

DOCUMENT NAME: M:\03009398.DF6
To receive a copy of this document, indicate in the box: "C" = Copy without attachment/enclosure "E" =
Copy with attachment/enclosure "N" = No copy

OFFICE |DNMS/RIN
NAME GWatson:brt
DATE 09/ /196 Gw

OFFICIAL RECORD COPY



CONVERSATION RECORD | TIME | DATE
9/10/96
|
O visit O CONFERENCE X TELEPHONE
X INCOMING
O OUTGOING
NAME OF PERSON(S) CONTACTED OR IN CONTACT ORGANIZATION (OFFICE, DEPT.ETC.) TELEPHONE NO.
Berry Stewart, RSO St. Francis Hospital & Health Centers
317/865-5171
SUBTETY

License No. 13-02128-03

SUMMARY
I requested the following information in regards to renewal application
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. 1 also informed Mr. Stewart that I would be sending a deficiency L&(.
regarding the HDR unit.

tﬁ&nl/gks

£ vy

STONATURE DETE T

SIGNATURE TITLE DATE




April 4, 1995

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 applicaticn 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 renewa! app'ication should reference the
control number specified and your license number.

Sincerely,

Original Signed By
Marianne Meenan, Chief
Nuciear Materials Support Section

License No.: 13-02128-03
Control No.: 398362

DOCUMENT NAME: M:\03009398.CLS

Yo receive » copy of this documant, indicate In the box: "C* = Copy without attachment/enclosure "E* « Copy with sttachment/enciosure “N" = No copy

OFFICE
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DATE

MMEENAN: jaw )27 24
04/ 4/ /95 ¥




