Ascension

St.Vincent

Hospital
October 10,2023

United States Nuclear Regulatory Commission
Region III

2443 Warrenville Road, Suite 201

Lisle, IL. 60532-4352

Re:  USNRC Materials License No.: 13-00133-02; Control Number: 635963,
Additional Information

Dear Mr. Parker:

This correspondence is being sent in response to a telephone conversation we had on
September 20, 2023, with specific regard to the receipt of Amendment No. 171, dated
September 8, 2023. During our conversation, you stated additional clarifications and/or
commitments were necessary to be provided to your office. As such, I am providing the
requested information below:

1) Status with current HDR [MicroSelectron] with replacement of new HDR [Flexitron]:

In order to provide continuous uninterrupted patient care, we will be using the
MicroSelectron up to the date of our January source change. We anticipate the date
being toward the end of January 2024. During the source change process, the vendor will
remove the iridium-192 source from the MicroSeletron and prepare this source for
retumn. A new iridium-192 source shall be installed in the new Flexitron at that point.
The Flexitron shall have exclusive use at that point which will be in use to treat patients
from that point forward.

2) Commitment to training for MD's/AMP for HDR:

We commit to ensuring the Authorized User’s (AU’s) and Authorized Medical Physicists
AMP’s) will have received the proper training per 35.690 prior to use of the HDR unit.

3) Commitment to Spot checks for HDR:

We also commit to continuing Spot Checks for the Flexitron HDR as stated in 10 CFR
35.643
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4) Commitment to Emergency training has not, nor will not deviate from what was
submitted in the renewal application for the new HDR unit:

We cannot commit to the emergency procedures as those which were submitted with the
USNRC license renewal of 2022 which committed to emergency procedures for the
MicroSelectron. We do; however, commit to following the emergency procedures set
forth by the manufacturer of the Flexitron.

5) Procedure/process for surveying surgery suite (room), patient, personnel for gamma
tile use;

The MN/SN, and date of calibration, shall be recorded along with the background reading
and documented.

Prior to gamma tile use, the patient is surveyed at 1 m using appropriate survey meter.
After the tiles have been placed, the patient is surveyed at 1 m (looking for < 6 mR /1m)

As the OR staff / MDs leave the room, staff will be surveyed for radiation exposure prior
to their exit.

After the patient has left the room, the room shall be surveyed for any potential residual
radiation. In the event any radiation is present greater than twice background, the
Radiation Safety Officer (RSO) shall immediately be notified.

6) Describe process for gamma tile sealed sources (receipt & disposal):
This is a high-level description of the process:

Prior to surgery the patient undergoes an MRI. The Neurosurgeon, Radiation Oncologist
and AMP then collaborate to define the target volume's surface that is to be treated.
From this surface area a number of GammaTiles/seeds are then calculated.

The Radiation Oncologist prescribes the number of tiles/seeds. An extra tile/seed is
ordered for assaying purposes.

The GammaTiles are then shipped to the hospital Nuclear Medicine Department where it
is received and surveyed.

The AMPs are notified upon arrival of the tiles/seeds. An AMP will then come to the
Nuclear Medicine Department and transport the seeds to a hot lab in the Diagnostic
Physics Services (DPS) where it will be assayed using a calibrated well chamber.

On the day of surgery, the Neurosurgeon will call the Radiation Oncologist and the
AMPs about 45 mins prior to when they are needed to place the tiles. At this point, an

NRC.Additional HDR_gamma tile_Remove Lee_Peters.10-2023



AMP will retrieve the tiles/seeds from the DPS hot lab and transport them to the surgery
suite.

The GammaTiles come in a sterilized pack. The pack is opened onto a sterile field and
placed into a sterile shielding device. Once the surgeon is ready the tiles are placed by
the surgeon using forceps. The surgeon may choose to cut the tiles in half if needed to fit
the cavity. (only one cut is allowed and in only one direction)

Once the Tiles have been placed, proper surveys are done (see above) and extra
tiles/seeds are returned to the hot lab in the Diagnostic Physics area. The remaining
tiles/seeds are logged in (recorded) & decayed in storage.

35.92 Decay-in-storage.
(a) A licensee may hold byproduct material with a physical half-life of less than or equal
to 120 days for decay-in-storage before disposal without regard to its radioactivity if it—
(1) Monitors byproduct material at the surface before disposal and determines that its
radioactivity cannot be distinguished from the background radiation level with an
appropriate radiation detection survey meter set on its most sensitive scale and with no
interposed shielding; and (2) Removes or obliterates all radiation labels, except for
radiation labels on materials that are within containers and that will be managed as
biomedical waste after they have been released from the licensee. (b) A licensee shall
retain a record of each disposal permitted under paragraph (a) of this section in
accordance with § 35.2092

The Radiation Oncologist completes the Rx based on the number of tiles/seeds that were
placed during surgery. ‘

The Executive Management, Radiation Safety Committee and I, as RSO at Ascension St.
Vincent Hospital would like to remove the following physician as AU from this license:
Phillip C Lee, M.D.

The previously identified physician AU is no longer involved in any USNRC licensed
activities at any Ascension St. Vincent Hospital.

Lastly, the Executive Management, Radiation Safety Committee and I, as RSO at
Ascension St. Vincent Hospital would like to remove the following Authorized Medical
Physicist (AMP) from this license:

Hannah C. Peters, M.S.

The previously identified AMP is no longer involved in any USNRC licensed activities at
any Ascension St. Vincent Hospital.

If additional information is necessary, I will be glad to provide whatever documentation
Is necessary to achieve these requests. Thank you in advance for your review &
assistance in the licensing action items set before you. As always, it is my sincere
pleasure to work with you in these matters.
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Sincerely,

%M o~ Db 2 SV

Edward E. Wroblewski, M.A.

Diplomate, ABSNM

Medical Physicist/Radiation Safety Officer
Diagnostic Physics Services

317/338-2381

eewroble@ascension.org

Enclosures

cc: USNRC Correspondence File
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Safety Instructions O~O Nucletron

communications equipment (transmitters) and the Flexitron® system as recommended in

Appendix C, according to the maximum output power of the communications equipment.

2.9 System Interconnection
Detailed interconnection drawings can be found in the Flexitron® Installation Manual (P/N see

1.1.3 Related Documents).

2.10 Emergency System

2.10.1 Emergency Circuitry

If the emergency button is pressed when the source is outside the safe it will be retracted
immediately by the stepper motor. If the source stepper motor fails to retract the source into the
safe, the backup DC motor is automatically activated to retract the source. The user can initiate
emergency source retraction at any time. This, however, should only be done if normal

interruption using the TCP interrupt touch button fails.

2.10.2 Emergency Buttons
An emergency button is integrated in the Treatment Control Panel of the Flexitron® system.

Figure 18: Emergency Button on Treatment Control Panel

Additionally, up to three emergency buttons (fitted, as required, in various strategic locations) can
be connected to the Flexitron® System.

The Treatment Communication Console indicates in the status bar, at the bottom of the screen,
the status of the emergency circuitry being “armed”, “not armed” or “active”.

The Treatment Control Panel is equipped with a reset key switch to return to the “armed” status.
Under normal operating conditions the system is in the “armed” state. If the emergency system is
armed, an emergency retraction can be initiated by pressing any emergency button.

Pressing an emergency button triggers the emergency system, which then withdraws the source
into the safe. The TCC status bar indicates “active” meaning that the emergency system has
been activated. To rearm (enable) it again unlock the emergency pushbutton and reset the

emergency system using the reset key switch at the back of the Treatment Control Panel.

Note: Only use the emergency button in case of an emergency. In all other cases,
when it is required to stop treatment, press the Interrupt button on the
Treatment Control Panel.
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O~O NUCIetron Safety Instructions

Note: If an emergency button is pressed during a check cable run, the check cable will
be retracted immediately.

Figure 19: Emergency Reset Key Switch
To re-arm the emergency circuit:
1. Release the Emergency button being pressed by turning in the direction of the arrow on
the emergency button.
2. Press ‘Reset Alarm’ on the TCP.
3. Insert the Reset Key into the key switch push it and rotate it clockwise and then release it.

Note: For safety reasons, do not leave the Reset key in the Treatment Control Panel
when a qualified operator is not physically present.

The fault conditions where the emergency system will be triggered by the system itself are shown
in the Message window. If there is a message, the instructions for further actions to be taken are

displayed.

2.10.3 Emergency Container
The Emergency Container can be used for temporarily keeping the source in the well in case of

an emergency.

¢o

Figure 20: Emergency Container
The emergency container cannot be considered as a storage container. When a radioactive
source is in the container, the source shielding is insufficient for storage in a treatment room with

restricted access.

Warning: Place the Emergency Container in the treatment room close to the Treatment
Delivery Unit to be able to respond adequately and keep the excess dose in case
of an emergency as low as reasonably achievable.
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Safety Instructions O‘O Nucletron

2.10.4 Emergency Procedure
The Emergency procedure shall be used / followed if the source fails to return to the safe. The

procedure is provided as a sealed Card to be placed in the vicinity of the Treatment

Communication Console.

Note: If the sealed Card with the emergency procedure is missing, please contact
Nucletron to obtain a new Card.

Warning: Familiarize yourself with the instructions on the provided Card to ensure that all
controls can be found easily. In an emergency situation, while following the
steps, the absorbed dose must be as low as reasonably achievable.

Note: To ensure fast and adequate response in case of an emergency, the Emergency
procedure should be practiced on a regular basis.
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O~O Nucletron Appendix E

Appendix E: Emergency Procedure

Flexitron Emergency Procedure O~O Nucletron

Impmvf'ngj pdl‘féﬂf CArg

Press one of the

RED EMERGENCY
BUTTONS

and wait 5 seconds

Still Radiation Present in the Treatment Room?
NO Contact the responsible person(s) and retain the treatment data printout.
YES Enter the treatment room, open the access panel, pull unlock key and use the recessed indent to

l manually retract the source into the main safe.

1. Open access panel 2. Pull unlock key 3. Insert finger in
recessed indent

4. Rotate wheel
in direction of arrows

Still Radiation Present in the Treatment Room?

NO Contact the responsible person(s) and retain the treatment data printout.

YES

Remove the applicator from the patient.
Evacuate the patient immediately from the treatment room.

Open the lid of the emergency container. Insert the applicator into the well, using long forceps.
Guide the transfer tube through the recess at the container edge. Close the lid. Leave the radiation

warning tag hanging outside the container, to indicate it contains radioactive material.

Mark the room "No Entry"”. Obtain further instructions from hospital RSO.

Important Telephone humbers

Physicist

Doctor

Nucletron
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Quality assurance

Quiality assurance checks

9.1

9.2

Quality assurance checks

The Flexitron requires periodic performance verification to ensure safe and reliable use of the
system.

The table lists the quality assurance checks and the frequency to carry out the checks. Obey the
local regulations and standards for the chosen QA checks and the frequency.

For some tasks you need to carry out a QA plan to verify the correct functioning of the system.
You can create or edit a QA plan using the Plan Manager and you can deliver the QA plan using
the QA application.

Table 9.1 Quality Assurance Checks
Quality Assurance Checks For Hospital Staff (Authorized Persons Frequency
Only)
Date and time Every day

Do a check of the date and time as shown on the Treatment
Communication Console (TCC).

Indicators and audio Every day

Do a check of all indicators on the Treatment Delivery Unit (TDU) and
the audible warnings of the Treatment Control Panel (TCP).

Cable information Every day
Do a check of the source cable and check cable information.

System check Regularly
Carry out a QA treatment to verify the correct functioning of the

system.

Power failure and recovery Regularly

Do a check of the response to power failure and verify the proper
recovery when power is restored.

Do periodical contamination checks on applicators and transfer tubes |Periodically
by wipe tests according to local procedures.

Transfer tube Periodically
Periodically check the transfer tubes.

Check the date and time

For configuration of the TCC date and time, see the section about change system time.
To check the date and time:
1 Log on to Treatment Communication Console (TCC) application.

After successful logon, the select a program window appears.
2 Click the Treatment button to start the main window.

The title bar of the main window displays the date, the time, and the time zone.

3 Verify that the displayed time, date and time zone are correct. Verify the computer date
and time using the Windows Control Panel\Clock, Language, and Region.

Flexitron® HDR

Document ID: 77700160MAN-09
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Quality assurance

Lamp test and audio test

9.3 Lamp test and audio test

Note: If certain tests fail, it might not be safe to initiate certain functionality. Ensure that all tests are
completed successfully before initiating a treatment.

1 Switch on the Treatment Delivery Unit (TDU) by turning the key switch from the position Off
to the position Prepare. Observe that the white Prepare indicator lamp is lit, signaling that
the TDU is switched on.

Figure 9.1 Key switch

2 Acknowledge the LAMP TEST on the Treatment Control Panel (TCP). This also verifies proper
operation of the touch screen. If all indicator lamps at the TDU selector face plate and all
warning lamps connected to the system are blinking, press the PASS button. If not, press
the FAIL button.

3 Acknowledge the AUDIO TEST on the TCP. If the AUDIO TEST works correctly, press the PASS
button. If not, press the FAIL button.

9.4 Check the cable information

To check the cable information:
1 Log on to the TCC Maintenance program.
2 In the Maintenance Procedures window, click System overview report.

The TCC system displays the overview report. The report contains a section about source
cable information and check cable information.

3 Use the report to check the cable information. The tables list the subjects that you can
verify.

Table 9.2 Verify source cable data

Verify Suggested action when check fails

Number of runs: Make sure that the number |Contact your Elekta service representative
of runs is not close to the maximum allowed |for source exchange.

number of runs, see the technical data for
the maximum allowed number of runs.

Number of obstructions: Make sure that the |Contact your Elekta service representative
number of obstruction is not close to the for source exchange.

maximum allowed number of obstructions,
see the technical data for the maximum
allowed number of obstructions.

Actual strength: Verify the actual source Contact your Elekta service representative
strength with your own data or calculation.

Document ID: 77700160MAN-09 Flexitron® HDR
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Quiality assurance

Verify system operation

9.5

Verify

Suggested action when check fails

Last alignment:

When required, carry out the align cable
procedure.

Last wipe test: Make sure that a wipe test is
carried out during the source exchange
procedure or within 6 months.

Carry out the wipe test procedure.

Last exchange date: Check the last source
exchange date. Is the source still valid?

Contact your Elekta service representative
for source exchange.

Table 9.3 Verify check cable information

Verify

Suggested action when check fails

Number of runs: Make sure that the number
of runs is not close to the maximum allowed
number of runs, see the technical data for
the maximum allowed number of runs.

Contact your Elekta service representative
for source exchange.

Number of obstructions: Make sure that the
number of obstruction is not close to the
maximum allowed number of obstructions,
see the technical data for the maximum
allowed number of obstructions.

Contact your Elekta service representative
for source exchange.

Last alignment:

When required, carry out the align cable
procedure.

Last exchange date: Check the last check
cable exchange date. Is the check cable still
valid?

Contact your Elekta service representative
for source exchange.

Verify system operation

This test consists of delivery of a QA plan. During the delivery you verify the correct operation of
the following functions:

Source goes to programmed dwell position

Timer verification

Channels

Door interlocks

Emergency buttons

Transfer tube locked sensors
Transfer tube connected sensors

Radiation indicators

Connection security between source and drive mechanism

Regularly do this QA test, for example every morning. The test consists of the following steps:

1
2
3

Create a QA plan or use an existing QA plan
Verify the indicators and the audio

Prepare the system

Flexitron® HDR

Instructions for Use
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Quality assurance

Verify system operation

4 Start delivery of the QA plan
- Verify the transfer tube connected sensor
- Verify the transfer tube lock sensor
- Verify the door interlocks
5 Deliver the QA plan
- Verify that the source goes to the programmed dwell position
- Verify the radiation indicators
- Verify correct operation of the emergency button
- Finalize the test
For this test you use the following equipment and functions:
o Source Position Check Ruler (SPCR) and suitable adaptor
o Transfer tubes
° Treatment Communication Console (TCC) - Plan Manager
o TCC-QA
o Remote controlled camera
° Stopwatch

Preparation: Create a QA plan to verify the correct operation of the system. Use the Plan
Manager to create a QA plan.

The following example test uses a QA plan for three channels, using the SPCR and three transfer
tubes. You can also create a QA plan for one channel or two channels, dependent on the
equipment that you have available.

. Randomly use 3 channels for the plan. If you do this test every day and you use
different channels for each test, this ensures that over a short period all channels are
tested.

o In the first channel, set a dwell time of 10 seconds at position 200 mm. This is used to

verify that the source goes to its programmed position.

. In the second channel, set a dwell time of 60 seconds at position 200 mm. This is used
to verify the system timer using a stopwatch.

. In the third channel, set a dwell time of 10 seconds at position 200 mm and dwell
times at different positions between position 200 mm and 0 mm to test the radiation
indicators and emergency switches.

o Save the QA plan and print the QA plan.
o Close the plan.

Test: The following tables list the steps as a guideline for the QA test to verify correct system
operation. You can adapt the test according to local procedures.

Table 9.4 Indicators and audio test
No. Instructions Requirements
1. On the Treatment Delivery Unit (TDU) turn |Verify operation of the indicators and

the key switch from the Off position to the |audio, see the lamp test and audio test.
Prepare position.
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Quiality assurance

Verify system operation

Table 9.5

Connector test

No.

Instructions

Requirements

Connect 2 transfer tubes to the channels of
the TDU according to the QA plan. Do not
connect the third transfer tube as this is
part of the sensor test.

Turn the key switch to Treatment to lock
the transfer tubes.

Pull slightly on the transfer tube
connectors and make sure that the transfer
tubes are locked in the TDU.

Connect the other end of the transfer
tubes to the Source Position Check Ruler
(SPCR).

Position the SPCR in sight of the camera.

Hold the SPCR and pull slightly on the
transfer tube connector. Make sure that
the transfer tube is locked to the SPCR.
Repeat this step for the other transfer
tubes.

Table 9.6

System checklist and door interlock test

No.

Instructions

Requirements

Leave the treatment room and close the
door.

On the Treatment Communication Console
(TCC), logon and select the QA application.

Select the QA plan and click the Load QA
plan button. The Treatment plan tab starts.

Click the Use fixed dwell times button.

Approve the QA plan. Click the Proceed
button. Enter your user name and your
access code. Click the Sign button to
approve the QA plan.

On the Treatment Communication Console
(TCC), make sure that the system checklist
indicates:

o Flexitron status - Treatment
mode.
. Door - Closed

Open the treatment room door.

On the TCC, make sure that the system
checklist indicates:

° Door - Open

Table 9.7

Transfer tube sensor and lock test

No.

Instructions

Requirements

The TCP displays the extra check cable run.
On the TCP, press the Start button. The
TDU starts the extra check cable run.

When the extra check cable run is finished,
the TCC displays an error message about
the missing transfer tube.

o Make sure the error message
indicates the missing transfer
tube number.

Go into the treatment room.

Turn the TDU key switch to Prepare.

Connect the missing transfer tube to the
applicable channel, but do not connect it
correctly. Put the connector half way in the
channel.

When the extra check cable run is finished,
the TCC displays an error message
indicating that the transfer tubes are not
locked.

Flexitron® HDR

Instructions for Use
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Quality assurance

Verify system operation

No.

Instructions

Requirements

Turn the TDU key switch to Treatment.

On the TCP press the All channels button,
to resume the extra check cable run.

Go into the treatment room.

Turn the TDU key switch to Prepare.

Correctly connect the transfer tube to the
channel.

10.

Turn the TDU key switch to Treatment.

11.

Leave the treatment room and close the
door

12.

On the TCP press the All channels button
and complete the extra check cable run.

The extra check cable run is completed
without errors.

On the TCC, make sure that the system
checklist indicates:

° Flexitron status - Treatment
mode.
. Door - Closed

Table 9.8

Source position verification

No.

Instructions

Requirements

On the TCC, click the Accept button.

On the TCC, open the Camera window.

Position and zoom the camera image so
that you have a clear sight of the SPCR
position of 200 mm.

On the TCP press the Initiate button. The
TDU starts the treatment delivery and
moves the source to the first channel,
position 200 mm.

Verify on the camera window that the
source goes to the programmed position of
200 mm in the SPCR.

Table 9.9

System timer verification

No.

Instructions

Requirements

Hold a stopwatch ready and watch the
camera window. Start the stopwatch timer
when the source arrives in the second
channel of the SPCR.

Stop the stopwatch timer when the source
leaves the second channel of the SPCR.
For this test it is important that the QA
plan is continued using the Use fixed dwell
times option.

Make sure that the stopwatch timer reads
60 seconds.

Table 9.10

Radiation indicators

No.

Instructions

Requirements

During delivery of the QA plan, verify the
radiation indicators.

Make sure that the radiation indicators
indicate radiation:
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Quality assurance

Power failure and recovery

No.

Instructions

Requirements

. The TCC indicates radiation.
° The TCP indicates radiation.

. The Treatment Status Indicator
(TSI) indicates radiation.

° The external radiation monitor
(optional) indicates radiation.

Table 9.11

Emergency buttons

No.

Instructions

Requirements

During delivery of the QA plan, press the
emergency button. As result the TDU
retracts the source into the safe.

Make sure that:

o On the TCC the system checklist
indicates Source in safe.

. All radiation indicators indicate
that the source is in the safe.

o On the TCP the Resume button
and Terminate button are
available.

Rearm the emergency system

On the TCP resume the QA plan delivery.

Repeat the steps for the other emergency
buttons. Make sure that you test all
emergency buttons.

All emergency buttons operate as
expected.

Table 9.12

Indicators and audio test

No.

Instructions

Requirements

Wait until the QA plan is completely
delivered.

On the TCC, click the View report button.

The treatment report is displayed. Review
the information of the report.

On the TCC, click the Event log button.

Review the information of the event log.

Clo

On

N O~ WON R

9.6 Powe

se the Camera window.

Click the Logoff button.

the TDU, turn the key switch to Prepare.

Remove the transfer tubes from the TDU.
Turn the TDU key switch to Off.
Disconnect the SPCR from the transfer tubes and store the equipment.

r failure and recovery

To close the test, on the TCC, click the Close treatment button.

This test verifies the response to power failure and the recovery when power is restored.

Flexitron® HDR
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Martha Pavon

From: Tammy Tomczak

Sent: Monday, October 16, 2023 1:06 PM

To: Martha Pavon

Cc: Sandy Pavon

Subject: FW: Please open action

Attachments: Ascension request 10.10.23. remove AU and Emer.spot procs.pdf

Good afternoon, Martha @
Can you please add the attached to ADAMS?

Thank you!!
Tammy

From: Bryan Parker <Bryan.Parker@nrc.gov>
Sent: Monday, October 16, 2023 1:02 PM

To: Tammy Tomczak <Tammy.Tomczak@nrc.gov>
Cc: Laura Cender <Laura.Cender@nrc.gov>
Subject: Please open action

Hey Tammy,
Please open an action with the attached from Ascension St. Vincent — L/n 13-00133-02; D/n 030-01579
Please assign the action to me & | will expedite to address some QA/QC issues identified by Laura.

Thanks.

B//gﬂm/
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