12/5/2024
U.S NRC Region Il
2443 Warrenville Road
Suite 210
Lisle, lllinois 60532-4352
630-829-9500

Centerpoint Medical Center of Independence, LLC
d/b/a Centerpoint Medical Center

19600 E 39t Street

Independence, MO, 64057

RE: Request for Additional Information — Centerpoint Medical Center of Independence, LLC; CN
643401

Dear Laura Cender,

In response to your November 22, 2024 letter requesting additional information, those details are
included below in the order received:

1. We confirm conditional authorized Users, Dr. Sweeney Dr. Koury will complete their 3
proctored, hands-on patient cases in the physical presence of an Authorized User who is
authorized for TheraSpheres.

2. We commit to providing training in our procedures to all individuals involved in Y-90
microsphere use, commensurate with the individual’s duties to be performed. This training will
be provided to all individuals preparing, measuring, performing dosimetry calculations, or
administering Y-90 microspheres.

3. We confirm the following conditions will be met if permitting 10 CFR 35.1000 Y-90 Authorized
Users to work under the license without a license amendment:

Q

The AU satisfies the T&E listed in the licensing guidance for Y-90 microspheres; and

b. The AU is currently listed for the same type of Y-90 microspheres use on a commission
or Agreement State license, a permit issued by a Commission master material license, a
permit issued by a Commission or Agreement State licensee of a broad scope, or a
permit issued by a Commission master materials license broad scope permittee; and

c. We will provide the NRC a copy of the license or permit on which the AU is listed for the
specific Y-90 microsphere use; and

d. We will provide the NRC documentation of the completion of 3 patient cases if
previously not submitted to the NRC; and

e. We will provide documentation of the above listed conditions to the NRC of reach AU no

later than 30 days after the date that the licensee allows the AU to work as an AU for

the specific type of Y-90 microsphere.

4. We commit to having procedures for administration requiring a written directive in place as
specified in 10 CFR 35.41, specifically to ensure high confidence that the patient’s or human
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research subject’s identity is verified before each administration and each administration is in
accordance with the written directive.

We confirm we will determine and record the activity of each dosage before medical use in
accordance with 10 CFR 35.63 and 10 CFR 35.60 even though Y-90 microspheres are listed as
sealed sources in their Sealed Source and Device Registries.

We commit to following the manufacturers procedures for calculating and documenting the
dose or activity to the treatment site; preparing the dose administration; determining shunting
to non-treatment sites; and determining if a medical event has occurred (e.g., performing pre-
and post-vial measurements with appropriate instrumentation, evaluating post-treatment
imaging).

We confirm that administration of Y-90 microspheres will be performed in accordance with the
written directive, and that dose or activity to the treatment site will be recorded within 24 hours
of completion or termination of the administration and will include the name of the individual
who determined the dose or administered activity and the date that the record was completed.

We commit to completing a written directive, which must be dated and signed by an AU before
the administration in accordance with 10 CFR 35.40(a) and 10 CFR 35.40(c) unless a delay in
order to provide a written directive would jeopardize eh patient’s health, as allowed under 10
CFR 35.2040.

Written directive shall include the patient or human research subject’s name; the treatment
site; the radionuclide (including the physical form; the model of spheres or manufacturer; the
prescribed dose or activity; and, if appropriate for the type of microspheres used, the statement
“or dose or activity delivered at statis.

We confirm that changes to the written directive due to modification or termination because of
stasis or an emergent patient conditional, will be recorded within 24 hours of the completion or
termination of the administration and will include the name of the individual who determined
the administered dose or activity, the reason for not administered the indeed dose or activity,
the signature of an AU for Y-90 microspheres, and the date signed.

In place of 10 CFR 35.3045(a), we commit to report any event, except for an event that is caused
by shunting, or as a result of patient intervention, as defined in 10 CFR 35.2 as an action by the
patient or human research subject, whether intentional or unintentional such as dislodging or
removing treatment devices or prematurely terminating the administration. The criteria for
event reporting is:
a. The administration of byproduct material results in a dose that exceeds .05 Sv (5 rem)
effective dose equivalent or 0.5 Sv (50 rem) to an organ or tissue; and

i. An administration of the wrong radionuclide or type of microsphere; or

ii. An administration to the wrong individual or human research subject; or

iii. An administration by the wrong route of administration; or

iv. An administration by the wrong mode of treatment; or
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b. The total dose or activity delivered differs from the prescribed dose or activity, as
documented in the written directive, by 20% or more, except when stasis or emergent
patient conditions are documented and resulted in a total dose or activity administered
that was less than that prescribed; or

c. A dose to the skin or an organ or tissue other than the treatment site that exceeds by
0.5 Sv (50 rem) to an organ or tissue and 50% or more of the dose expected from the
administration defined in the written directive (excluding shunting as defined in Section
6.1 when shunting was evaluated prior to the treatment in accordance with the
manufacturer’s procedures.)

Additionally, we commit to comply with the medical event reporting and notification
requirements as described in 10 CFR 35.3045(b)-(g).

7. We commit to the labeling vials and vial radiation shields with the radioactive device and
labeling syringes and syringe radiation shields with the radioactive device when the Y-90
microspheres are placed in vials, syringes or radiation shields that are not already labeled by the
manufacturer as stated in section 7 of your letter.

8. We commit to develop procedures the describe measures taken to ensure that radiation
emissions, which may include bremsstrahlung, from each patient or human research subject
permits his or her release in accordance with 10 CFR 35.75 as stated in section 8 of your letter.

9. We commit to surveying, with an appropriate radiation detection survey instrument, all areas
that the Y-90 microspheres are prepared for use or administered. This survey will be conducted
immediately following each preparation or administration in unrestricted areas and by the end
of the day for restricted areas. A record of each survey will be retained for three years and that
record will include the date of the survey, results, and instrument used to perform the survey,
and the name of the individual performing the survey as stated in section 9 of your letter.

10. We commit to radiation protection program license changes similar to 10 CFR 35.26. We
commit that the following conditions will be met for revisions to the radiation safety program
regarding Y-90 microspheres as stated in section 10 of your letter for revisions to the radiation
safety program regarding Y-90 microsphere sources.

a. Therevision is in compliance with the regulations; and

b. The revision is based upon NRC'’s current guidance for TheraSphere and SIR-Spheres Y-
90 microspheres 35.1000 use posted on the NRC’s Medical Uses Licensee Toolkit Web
site; and

c. The revision has been reviewed and approved by the licensee’s RSO and Licensee’s
management; and

d. The affected individuals are instructed on the revises program before the change is
implemented; and

e. The licensee will retain a record of each change for five years; and

f. Therecord will include a copy of the appropriate website guidance, the old procedure,
the new procedure, the effective date of the change, and the signature of the licensee
management that reviewed and approved the change.

If you have questions or need additional information, please contact me directly at 816-731-3041.
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Sincerely,

m Recoverable Signature

Nicholas Bell

Radiation Safety Officer

Signed by: FIL9797
Nicholas R. Bell, B.S., CNMT, PET
Radiation Safety Officer
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From: Laura Cender

To: Martha Pavon

Cc: Sandy Pavon; Tammy Tomczak

Subject: FW: Re:Pending NRC License Amendment - Centerpoint Medical Center of Independence - Additional Information Required; CN 643401
Date: Thursday, December 12, 2024 9:51:52 PM

Attachments: image001.png

Reply - Amendment Request RAML #24-18655-01 - Centerpoint Medical - 12-5-24 (003).pdf

Hello Martha,
Please see the attached file to be entered into ADAMS for Centerpoint Medical Center of Independence, Inc.

Licensee: Centerpoint Medical Center of Independence, Inc.
License No. 24-18655-01

Docket No. 030-13994

Control No. 643401

Thankyou,
Laura

From: Bell Nicholas <Nicholas.Bell@hcamidwest.com>

Sent: Thursday, December 12, 2024 3:30 PM

To: Laura Cender <Laura.Cender@nrc.gov>

Cc: Dodge Tanya <Tanya.Dodge@hcamidwest.com>

Subject: [External_Sender] Re:Pending NRC License Amendment - Centerpoint Medical Center of Independence -
Additional Information Required; CN 643401

Hi Laura,

Attached is the requested information including item 6 which describes the criteria for medical event reporting. Let me
know if you need any additional information.

Thanks, Nick

From: Laura Cender <Laura.Cender@nrc.gov>

Sent: Thursday, December 12, 2024 2:39 PM

To: Bell Nicholas <Nicholas.Bell@hcamidwest.com>

Cc: Dodge Tanya <Tanya.Dodge@hcamidwest.com>

Subject: {EXTERNAL} RE: Re:Pending NRC License Amendment - Centerpoint Medical Center of Independence -
Additional Information Required; CN 643401

CAUTION! This email originated from outside of our organization. DO NOT CLICK links or open attachments unless you
recognize the sender and know the content is safe.

Hello Nick,

Sorry to reach out again, when Il initially reviewed your response | did not notice that Item 6 did not describe
the criteria for medical event reporting. Could you please revise again to include this detail with your
response?

Please let me know if you have any questions.

Thank you,
Laura
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From: Bell Nicholas <Nicholas.Bell@hcamidwest.com>

Sent: Tuesday, December 10, 2024 1:34 PM

To: Laura Cender <Laura.Cender@nrc.gov>

Cc: Dodge Tanya <Tanya.Dodge@hcamidwest.com>

Subject: [External_Sender] Re:Pending NRC License Amendment - Centerpoint Medical Center of Independence -
Additional Information Required; CN 643401

Hello Laura,

I have made the requested changes for items 7-10. Thank you for your assistance during this process.
Thanks again,

Nick

@ Nicholas Bell, RSO, BS, CNMT, PET

Radiation Safety Officer/Nuclear Medicine Supervisor
HCA Centerpoint Medical Center
MIDWEST

19600 E. 39" Street

Independence, MO 64057
Nicholas.Bell@hcamidwest.com

(816) 863-1242 p (816) 731-3041 | Mobile

HEALTH

From: Laura Cender <Laura.Cender@nrc.gov>

Sent: Tuesday, December 10, 2024 11:57 AM

To: Bell Nicholas <Nicholas.Bell@hcamidwest.com>

Cc: Dodge Tanya <Tanya.Dodge@hcamidwest.com>

Subject: {EXTERNAL} RE: Re:Pending NRC License Amendment - Centerpoint Medical Center of
Independence - Additional Information Required; CN 643401

CAUTION! This email originated from outside of our organization. DO NOT CLICK links or open attachments
unless you recognize the sender and know the content is safe.

Hello Nicholas,

I’ve reviewed your response and for Items 7-10 could you please provide a full written response to
each item similarly to the format used for ltems 1-6? It is difficult for our inspectors to enforce
requirements when the commitment is not clearly stated by the license holder.

Please feel free to reach out to me if you have any questions.

Thankyou,
Laura

From: Bell Nicholas <Nicholas.Bell@hcamidwest.com>
Sent: Thursday, December 5, 2024 10:32 AM

To: Laura Cender <Laura.Cender@nrc.gov>

Cc: Dodge Tanya <Tanya.Dodge@hcamidwest.com>
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Subject: [External_Sender] Re:Pending NRC License Amendment - Centerpoint Medical Center of
Independence - Additional Information Required; CN 643401

Hello Laura,

The previous requested information regarding our license amendment (#24-18655-01) for Y-90
TheraSpheres is attached. Please let me know if you need any additional information.

Thanks, Nick

From: Laura Cender <Laura.Cender@nrc.gov>

Sent: Friday, November 22, 2024 12:22 PM

To: Bell Nicholas <Nicholas.Bell@hcamidwest.com>

Subject: {EXTERNAL} Pending NRC License Amendment - Centerpoint Medical Center of
Independence - Additional Information Required; CN 643401

CAUTION! This email originated from outside of our organization. DO NOT CLICK links or open
attachments unless you recognize the sender and know the content is safe.

Hello Nicholas,

I am currently reviewing your license amendment request to authorize use of TheraSpheres
onyour NRC License No. 24-18655-01, and | have attached a request for additional
information describing the additional information required for continued processing of this
licensing action.

During my review | noted that when the license was renewed in 2021 that the NRC
inadvertently did not request that the standard commitments related to 35.1000 use of Y-90
microspheres be provided. As such, much of this requestis focused on those
commitments. In August 26 licensing request several of these items were included, but
either differed somewhat from the language in the guidance or focused on TheraSpheres
only. As such, | am requesting that the enclosed commitments be provided at this time.

Your response is requested by Friday, December 6, 2024. Please feel free to contact me at
630-829-9712 or via email if you have any questions or need additional time to prepare your
response.

Thankyou,
Laura

Laura Cender
U.S. Nuclear Regulatory Commission
Materials Licensing Branch

E-mail: Laura.Cender@nrc.gov
Phone: (630) 829-9712
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