June 30, 2021

US Nuclear Regulatory Commission
2443 Warrenville Road

Suite 210

Lisle, IL 60532-4352

To Whom It May Concern:

NRC License #: 13-06009-01
Community Health Network

Please accept this letter as a request to amend the Nuclear Regulatory Commission license for Community Health Network in

Indianapalis, Indiana.

Please add the following Authorized User to our NRC license:

Derek Zipkin, MD- Conditional approval for 10 CFR35.1000- (limited to yttrium-0 as SIR-Spheres and Theraspheres)

Attached, please find the following supporting documentation:
1) Copy of ABR certification letter specifying he is AU-eligible (hard copies will not be mailed for several

months) — (Attachment A)

2) Copy of Interventional Radiology fellowship training completion certificate with dates (Attachment B)
3) Therasphere™ Training Record summary including three in-vitro procedures (Attachment C)

4) Therasphere™ AU Training form (Attachment D}

5) SIR-Spheres AU training documentation and IR clinical documentation with dates (Attachment E)

6) SIR-Spheres AU Training summary form inctuding three in-vitro procedures (Attachment F)

Please add 35.100 and 35.200 to Dr. Mark Sparrow’s Authorized User status. Attached, please  find a copy of his
approval on the Johnson County Memorial Hospital (Attachment G)

If you require additional clarification or documentation, please contact our Radiation Safety Officer, Erin Bell, at 317.355.5528

or via email a

Sincerely,

David L. Kiley, M.D., MBA
SVP - Indianapolis Region President
Community Health Network
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Boston
Scientific

Advancing science for life™

TheraSphere™ Y-90 Glass Microspheres Training Record
Derek Zipkin, MD

Community Health Network

NRC License Number 13-060009-01

March 10, 2021 - Safe Handling Practices Training
January 11, 2020 - Mock infusion training, 3 in-vitro administrations

This is to confirm that Boston Scientific provided training on the recommended use of TheraSphere in accordance with
TheraSphere Package Insert at Community Health Network. Dr. Zipkin has successfully completed the Authorized User
training program. The full scope of training included:

1. Has training provided by a Y-80 microsphere manufacturer representative involving:
a. Ordering, receiving, and unpacking radioactive materials safely and performing the related radiation
surveys; and
b. Performing quality control procedures on instruments used to determine the activity of Y-80
microspheres and performing checks for proper operation of survey meters; and

c. Calculating and measuring the activity and safely preparing the Y-90 microspl es to be delivered to the
patient or human research subject; and

d. Using procedures to control and to contain spilled byproduct material, including Y-80 microspheres,
safely and using proper decontamination procedures. The procedures should address any special
circumstances that may be encountered, such as the electrostatic charge of Y-90 microspheres and the
proper survey instrument and survey technique for beta emitters4; and

2. Has work experience or training under the supervision of an AU for the type of Y-90 microsphere brachytherapy
the applicant is requesting, including (Attestation Attached):

a. Preparing and administering patient dosage. The individual does not have to be the physician who
places the micro-catheter or administers patient dosage, but it is necessary that the individual have
training in the administration process, including selection of activity of Y-90 microspheres to be
administered to each treatment site and catheter positioning to ensure administration of the Y-90
microspheres is in accordance with the written directive; and

b. Using administrative controls to prevent a medical event involving the use of byproduct material5; and

c. Evaluation of patient or research subject’s treatments to determine whether the administered dosage
was in accordance with the written directive or if a medical event has occurred.

3. Has completed three in-vitro administrations with focus on:
Safe handiing practices
TheraSphere Administration Set and TheraSphere Administration Accessory Kit overview
Dose Calibrator verification using Calibration Data Sheet for Y-90
Preparation of TheraSphere dose vial
Assembly of the Administration Set
System priming
TheraSphere administration
Disassembly

Robert 1. _frub
Robert M. Erb May 4, 2021
Sr. Medical Science Liaison






To Whom it May Concern:

This letter is to acknowledge that Dr. Derek Zipkin has been working fuil-time in Interventional Radiology
from July 1 2020 at Radiology of Indiana, prior to that time Dr. Derek Zipkin was doing his Interventional
Radiology fellowship which started on july 1 2019.

Dr. Zipkin is board certified by the American Board of Radiology in Diagnostic Radiology and is
documented as AU Eligible.

Dr. Zipkin has had the following training for Y-90 Sirsphere microspheres, including:

a. Preparing and administering patient dosage.

b. Using administrative controls to prevent a medical event involving the use of byproduct
material, and

c. Evaluation of patient or research subject’s treatments to determine whether the administered
dosage was in accordance with the written directive or if a medical event has occurred.

Please also find documentation attached of the following training from a Sirtex representative:

a. Ordering, receiving, and unpacking radioactive materials safely and performing the related
radiation surveys; and

b. Performing quality control procedures on instruments used to determine the activity of Y-90
microspheres and performing checks for proper operation of survey meters; and

c. Calculating and measuring the activity and safely preparing the Y-90 microspheres to be
delivered to the patient; and

d. Using procedures to control and to contain spilled byproduct material, Including Y-90
microspheres, safely and using proper decontamination procedures.
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NRC License Number 13-060009-01
Community Health Network



SIRTEX MEDICAL INC.

/ 300 Unicorn Park Drive
c Woburn, MA 01801
Tel: +1 (781) 721 3800

Fax: +1 (781) 721 3880

Ref: 104US07
July 22, 2020

Derek Zipkin, MD
Community Hospital South
1402 E County Line Rd
Indianapolis, IN 46227

Dear Dr. Zipkin,

Re: SIR-Spheres® Microspheres Authorized User Training and Certification

This letter certifies that on July 21st, 2020, you successfully completed training in the operation of
the delivery system, safety procedures and clinical use of SIR-Spheres yttrium-90 microspheres
that are to be injected via the hepatic artery to treat patients with unresectable liver tumors in
accordance with the June 2012 NRC guidance. This training included three (3) supervised hands-
on in-vitro simulated set-up and delivery procedures as well as encompassing the following:

a) Ordering, receiving, and unpacking radioactive materials safely and performing the related
radiation surveys;

b) Performing quality control procedures on instruments used to determine the activity of Y-
90 microspheres and performing checks for proper operation of survey meters;

c) Evaluation of each patient for the dose/activity of Y-90 microspheres to be administered to
each treatment site;

d) Calculating and measuring the activity and safely preparing the Y-90 microspheres to be
delivered to the patient;

e) Using administrative controls to prevent a medical event involving the use of byproduct
material;

f) Using procedures to control and to contain spilled byproduct material, including Y-90
microspheres, safely and using proper decontamination procedures; and

g) Follow up and review of each patient’s case history for Y-90 microspheres

Once your licence has been appropriately amended, Sirtex will arrange with you to have a proctor
oversee your first three (3) patient treatments at a minimum, including being on site for each case.

® SIR-Spheres is a Registered Trademark of Sirtex SIR-Spheres Pty Ltd



Sirtex would like to thank you for your support in this process.

Yours sincerely,

Steve Schilt

Regional Sales Manager

cc: Derek Webster
Area Sales Director




















