Nov. 18, 2022 2:48PM Complete Request Received

11/18/2022

bnlﬁ%GIC
- : Mail Control Number: 633831
INSTITUTE

Docket Number : 3038933

License Number : 11-35315-01

Licensee Name : Idaho Urologic Institute

September 6, 2022

Dear Ms. Hanson,

No. 5613 F. 1/1

Todd Waldmann, MD
Cynthla Falrfax, MD

John Greer, MD

Nitholas Kuntz, MD
Dawn King, MO

Adam Schatz, MD

Helen Kuo, MD

Lisa Parrille, MD

laseph Williams, MD
Katy Holder, PA-C, MPAS
Missy McClenahan, PA-C, MPAS
Nic Allen, PA-C

Samuel Uebelacker, PA-C
Stacy Fish, PA-C

Lee Ann Conrad, PA-C

Per Dr. John Greer, MD Vice President, | have been requested to apply for an amendment to our current NRC License

No. 11-35315-01 to include Lutetium 177 in the form of PLUVICTO.

Qur current llcense is exclusively for Radium 223 in the maximum amount of 100 microcuries and because the current
prescribed dosage of PLUVICTO Is 200 millicuries per treatment we are requesting a maxitnum amount of 1.0 Curie in

possession.

As per our current license we will adhere to provisions stated on that license and adhere to best practices.

Sincerely,

o

Kenneth M Nute RSO
ldaho Urologic Institute, PA

/f.ﬂffﬂi-:?&'z_‘h

Main (208) 639-4900 — Fax {208) 639-4901

Meridian Office: 2855 E Maglc View Dr., Meridian, ID 83642 -  Boise Office: 222 N 2" st. Suite 115, Boise 1D 83702

Nampa Office: 1613 12 Ave. Rd. Suite B, Nampa, ID 83686
www.idurology.com



From: Ken Nute

To: R4 Licensing Action Submittals
Subject: [External_Sender] FW: NRC License No. 11-35315-01 Amendment
Date: Friday, November 11, 2022 11:38:47 AM

From: Ken Nute

Sent: Tuesday, September 6, 2022 11:40 AM

To: Hanson, Latischa <Latischa.Hanson@nrc.gov>

Cc: David Bishop <dbishop@idurology.com>; John Greer <jgreer@idurology.com>
Subject: NRC License No. 11-35315-01 Amendment

Dear Ms. Hanson,

Per Dr. John Greer Vice Pres. | have been requested to apply for an amendment to our current NRC
License No. 11-35315-01 to include Lutetium 177 in the form of PLUVICTO.

Our current license is exclusively for Radium 223 in the maximum amount of 100 microcuries and
because the current prescribed dosage of PLUVICTO is 200 millicuries per treatment we are

requesting a maximum amount of 1.0 Curie in possession.

As per our current license we will adhere to provisions stated on that license and adhere to best
practices.

Sincerely,

Kenneth M Nute RSO


mailto:knute@idurology.com
mailto:R4LicensingActionSubmittals.Resource@nrc.gov

From: Carol Hill

To: R4 Licensing Action Submittals; Ken Nute

Cc: jareer@idurology.com; dbishop@idurology.com
Subject: RE: FW: NRC License No. 11-35315-01 Amendment
Date: Thursday, December 8, 2022 7:15:00 AM

Good Morning,

| still have not received the signed letter requested below. | can not begin to process your request
until the proper submittal paperwork is received.

***IN THE FUTURE, PLEASE SEND All LICENSE-RELATED EMAIL TO OUR NEW LICENSING RESOURCE MAILBOX:
rdlicensingactionsubmittals.resource@nrc.gov *****

Carol L. Hill, Licensing Assistant

Direct: 817-200-1140
Toll Free: 1-800-952-9677
Fax: 817-200-1083

Direct E-mail: Carol.Hill@nrc.gov

US Nuclear Regulatory Commission
1600 E. Lamar Blvd.
Arlington, TX 76011-4511

From: R4 Licensing Action Submittals

Sent: Wednesday, November 16, 2022 4:37 PM

To: Ken Nute <knute@idurology.com>

Subject: RE: FW: NRC License No. 11-35315-01 Amendment

Good afternoon,

Please submit this request on company letterhead, signed and dated by the RSO or a member of
management.

Once | receive that, | can get your request into the queue for processing.

Thank You,
Carol

***IN THE FUTURE, PLEASE SEND All LICENSE-RELATED EMAIL TO OUR NEW LICENSING RESOURCE MAILBOX:
rdlicensingactionsubmittals.resource@nrc.gov *****

Carol L. Hill, Licensing Assistant

Direct: 817-200-1140


mailto:Carol.Hill@nrc.gov
mailto:R4LicensingActionSubmittals.Resource@nrc.gov
mailto:knute@idurology.com
mailto:jgreer@idurology.com
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Toll Free: 1-800-952-9677
Fax: 817-200-1083

Direct E-mail: Carol.Hill@nrc.gov

US Nuclear Regulatory Commission
1600 E. Lamar Blvd.
Arlington, TX 76011-4511

From: Ken Nute <knute@idurology.com>
Sent: Friday, November 11, 2022 11:39 AM

To: R4 Licensing Action Submittals <R4LicensingActionSubmittals.Resource@nrc.gov>
Subject: [External_Sender] FW: NRC License No. 11-35315-01 Amendment

From: Ken Nute

Sent: Tuesday, September 6, 2022 11:40 AM

To: Hanson, Latischa <Latischa.Hanson@nrc.gov>

Cc: David Bishop <dbishop@idurology.com>; John Greer <jgreer@idurology.com>
Subject: NRC License No. 11-35315-01 Amendment

Dear Ms. Hanson,

Per Dr. John Greer Vice Pres. | have been requested to apply for an amendment to our current NRC
License No. 11-35315-01 to include Lutetium 177 in the form of PLUVICTO.

Our current license is exclusively for Radium 223 in the maximum amount of 100 microcuries and
because the current prescribed dosage of PLUVICTO is 200 millicuries per treatment we are

requesting a maximum amount of 1.0 Curie in possession.

As per our current license we will adhere to provisions stated on that license and adhere to best
practices.

Sincerely,

Kenneth M Nute RSO


mailto:Carol.Hill@nrc.gov
mailto:knute@idurology.com
mailto:R4LicensingActionSubmittals.Resource@nrc.gov
mailto:Latischa.Hanson@nrc.gov
mailto:dbishop@idurology.com
mailto:jgreer@idurology.com

From: Ken Nute

To: Carol Hill
Subject: [External_Sender] RE: FW: NRC License No. 11-35315-01 Amendment
Date: Thursday, December 8, 2022 7:33:01 AM

The document was faxed over two weeks ago. Thanks, KMN

From: Carol Hill <Carol Hill@nrc.gov>

Sent: Thursday, December 8, 2022 6:16 AM

To: R4 Licensing Action Submittals <R4LicensingActionSubmittals.Resource@nrc.gov>; Ken Nute
<knute@idurology.com>

Cc: John Greer <jgreer@idurology.com>; David Bishop <dbishop@idurology.com>

Subject: RE: FW: NRC License No. 11-35315-01 Amendment

Good Morning,

| still have not received the signed letter requested below. | can not begin to process your request
until the proper submittal paperwork is received.

***IN THE FUTURE, PLEASE SEND All LICENSE-RELATED EMAIL TO OUR NEW LICENSING RESOURCE MAILBOX:
rdlicensingactionsubmittals.resource@nrc.gov *****

Carol L. Hill, Licensing Assistant

Direct: 817-200-1140
Toll Free: 1-800-952-9677
Fax: 817-200-1083

Direct E-mail: Carol.Hill@nrc.gov

US Nuclear Regulatory Commission
1600 E. Lamar Bivd.
Arlington, TX 76011-4511

From: R4 Licensing Action Submittals

Sent: Wednesday, November 16, 2022 4:37 PM

To: Ken Nute <knute@idurology.com>

Subject: RE: FW: NRC License No. 11-35315-01 Amendment

Good afternoon,

Please submit this request on company letterhead, signed and dated by the RSO or a member of
management.

Once | receive that, | can get your request into the queue for processing.


mailto:knute@idurology.com
mailto:Carol.Hill@nrc.gov
mailto:r4licensingactionsubmittals.resource@nrc.gov
mailto:Carol.Hill@nrc.gov
mailto:knute@idurology.com

Thank You,
Carol

***IN THE FUTURE, PLEASE SEND All LICENSE-RELATED EMAIL TO OUR NEW LICENSING RESOURCE MAILBOX:
rdlicensingactionsubmittals.resource@nrc.gov *****

Carol L. Hill, Licensing Assistant

Direct: 817-200-1140
Toll Free: 1-800-952-9677
Fax: 817-200-1083

Direct E-mail: Carol.Hill@nrc.gov

US Nuclear Regulatory Commission
1600 E. Lamar Blvd.
Arlington, TX 76011-4511

From: Ken Nute <knute@idurology.com>

Sent: Friday, November 11, 2022 11:39 AM

To: R4 Licensing Action Submittals <R4LicensingActionSubmittals.Resource@nrc.gov>
Subject: [External_Sender] FW: NRC License No. 11-35315-01 Amendment

From: Ken Nute

Sent: Tuesday, September 6, 2022 11:40 AM

To: Hanson, Latischa <Latischa.Hanson@nrc.gov>

Cc: David Bishop <dbishop@idurology.com>; John Greer <jgreer@idurology.com>
Subject: NRC License No. 11-35315-01 Amendment

Dear Ms. Hanson,

Per Dr. John Greer Vice Pres. | have been requested to apply for an amendment to our current NRC
License No. 11-35315-01 to include Lutetium 177 in the form of PLUVICTO.

Our current license is exclusively for Radium 223 in the maximum amount of 100 microcuries and
because the current prescribed dosage of PLUVICTO is 200 millicuries per treatment we are

requesting a maximum amount of 1.0 Curie in possession.

As per our current license we will adhere to provisions stated on that license and adhere to best
practices.

Sincerely,


mailto:r4licensingactionsubmittals.resource@nrc.gov
mailto:Carol.Hill@nrc.gov
mailto:knute@idurology.com
mailto:R4LicensingActionSubmittals.Resource@nrc.gov
mailto:Latischa.Hanson@nrc.gov
mailto:dbishop@idurology.com
mailto:jgreer@idurology.com

Kenneth M Nute RSO



NRC FORM 532 e U.S. NUCLEAR REGULATORY COMMISSION
(05-2016) o N

ACKNOWLEDGEMENT - RECEIPT OF CORRESPONDENCE

Name and Address of Applicant and/or Licensee Date
12/15/2022
K h M. Nut License Number(s)
enne . Nute
Radiation Safety Officer 11-35315-01
Idaho Urologic Institute Mail Control Number(s)
2855 E Magic View Dr 633831

Meridian, 1D 83642

Licensing and/or Technical Reviewer or Branch

C. Hill

This is to acknowledge receipt of your: Letter and/or |:| Application Dated: 11/18/2022

The initial processing, which included an administrative review, has been performed.
Amendment [ ] Termination [ | New License [ | Renewal

|:| There were no administrative omissions identified during our initial review.

D This is to acknowledge receipt of your application for renewal of the material(s) license identified
above. Your application is deemed timely filed, and accordingly, the license will not expire until final
action has been taken by this office.

|:| Your application for a new NRC license did not include your taxpayer identification number. Please
complete and submit NRC Form 531, Request for Taxpayer Identification Number, located at the
following link:  http://www.nrc.gov/reading-rm/doc-collections/forms/nrc531.pdf

Follow the instructions on the form for submission.

|:| The following administrative omissions have been identified:

Your application has been assigned the above listed MAIL CONTROL NUMBER. When calling to inquire about this
action, please refer to this control number. Your application has been forwarded to a technical reviewer. Please
note that the technical review, which is normally completed within 180 days for a renewal application (90 days for all
other requests), may identify additional omissions or require additional information. If you have any questions
concerning the processing of your application, our contact information is listed below:

Region IV

U. S. Nuclear Regulatory Commission
DNMS/NMSB - B

1600 E. Lamar Boulevard

Arlington, TX 76011-4511

(817) 200-1103 or (817) 200-1140

NRC FORM 532 (05-2016)




BETWEEN:

Accounts Receivable/Payable
and
Regional Licensing Branches

[ FOR ARPB USE ]
INFORMATION FROM WBL
Program Code: 02200

Status Code: Pending Amendment
Fee Category:7C

Exp. Date: 10/31/2026

Fee Comments:

Decom Fin Assur Reqd: N

License Fee Worksheet - License Fee Transmittal

A. REGION

1. APPLICATION ATTACHED

Applicant/Licensee: Idaho Urologic Institute

Received Date: 11/28/2022
Docket Number: 3038933
Mail Control Number: 633831
License Number: 11-35315-01

Action Type: Amendment

2. FEE ATTACHED

Amount: N/A

Check No.: N/A

3. COMMENTS

Signed:

Date:

Carol L. Hill

12/15/2022

B. LICENSE FEE MANAGEMENT BRANCH (Check when milestone 03 is entered / /

1. Fee Category and Amount:

2. Correct Fee Paid. Application may be processed for:

Amendment:

Renewal:

License:

3. OTHER

Signed:

Date:



N/A

N/A

Carol L. Hill 

12/15/2022


R1201021 Web-Based Licensing System DATE: 12/15/2022

Agency: NRC WBL WORKSHEET
DOCKET NUMBER: 3038933 LICENSE NUMBER: 11-35315-01 STATUS: Pending Amendment
MAIL CONTROL NUMBER: 633831  RECEIPT DATE: 1112812022 ACTIONTYPE: Amendment
DUE DATE: 02/26/2023 INST. CODE: 35315 LICENSE REGION: Region 4
LCENSETYPE: 30 | ENTTYTYPE: ¢ LICENSE GROUP: Medical
ISSUEDATE: ORIGINAL DATE: 101912016 EXPIRATION DATE: 10/31/2026
DECOMMISSIONING CATEGORY: Group 1 LAST ISSUE DATE:
LICENSEE NAME: Idaho Urologic Instiwte | DECOM FINASSURREQD: N
,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,, SUBM:N
MAILING ADDRESS LINE1: 2855 East Magic View Drive CONT PLAN REQD: N APPRV: N
MALINGADDRESSLINE2:
CTY: Merdan  STATE D zPswea
CONTACT PERSON: PREFIX: FIRSTNAME:John  MDDLEINTAL:
LASTNAME: Greer SUFFIX:MD.
JoTTE PHONE: 208-639-4900 FAX: 208-639-4901  EMAIL: knute@idurology.com
BILLING ADDRESS LINE 1:
BILLNGADDRESSLINE2:
otv:  STATE ldaho zZP
BILLING CONTACT PERSON: FIRSTNAME: MIDDLE INITIAL:  LASTNAME:
PHONE:  EmMAL PA:
PRIMARY PGM CODE: 02200 SECONDARYPGMCODE:
INSPECTION REGION: Region4 ~ PRIORTY: 3
RSO: PREFIX: FIRST NAME: Kenneth MIDDLE INITIAL: M.  LAST NAME Nute
SUFFIX: RSOJOBTITLE: Radiation Safety Officer
RSOPHONE: 203-639-4900 | RSO FAX: 208-639-4901 | RSO EMAL: knute@iduroogy.com
STATES WHERE USE ISAUTHORIZED: GALLSTEDSTATES
2- ALL STATES

3- NON-AGREEMENT-STATES
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