RECEIVED
07/03/2023

Cardiology Associates, Inc.
William M. Dang Jr., MD; Atsushi Jim Terakubo, MD
Main Office 1329 Lusitana Street, Suite 409; Honolulu, Hawaii 96813
Phone (808) 521-8211; Fax: (808) 523-3973 or 523-1110
Branch Offices  Pali Momi Medical Center Wahiawa General Hospital
Physician’s Exchange (808) 524-2575

June 30, 2023 Mail Controt Number: 636215
Docket Number : 3037007

License Number : 53-29211-01
U.S. Nuclear Regulatory Commission, Region TV Licensee Name : Cardiology Associates, Inc.

Bivision of Nuclear Materials Safety ML23193A93]
Nuclear Materials Licensing Branch

1600 East Lamar Boulevard

Arlington, Texas 76011-4511

Re: License Amendment Request for RAML Number 53-29211-01
Expediated Amendment Request to Add Authorized User

Nuclear Regulatory Commission:

Cardiology Associates Incorporated is submitting this expediated amendment request to add two
new Authorized User MD's onto their RAML.

Jaideep Singh Sohi, M.D. and Diane T. Pap, M.D. are listed as Authorized Users in the State of
California. A copy of the RAML in which they are listed as Authorized Users is included with
this amendment request.

The reason we would like to expedite this request is that the primary Authorized User on this
license, Thomas Watters M.B. is retiring. He has requested to remain on this license. If you

have any questions or concerns regarding this amendment request, please feel free to call me at
(808) 347-0761.

Sincerely,
Blaine Ikeda, PharmD
RSO

Cc: Cardiology Associates Inc
Thomas Watters, M.D.
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Radiation Safety Officer License Number : 53-29211-01

PharmaRx Hawaii LLC Licensee Name : Cardiology Associates, Inc.
Aiea, Hi 86701

U.8. Nuclear Regulatory Commission, Region IV
Division of Nuclear Materials Safety

Nuclear Materials Licensing Branch

1600 East Lamar Boulevard

Arlington, Texas 76011-4511

Re: License Amendment Request for RAML Number 53-29211-01
Expediated Amendment Request to Add Authorized User

Nuclear Regulatory Commission:

Cardiology Associates Incorporated is submitting this expediated amendment request to
add two new Authorized User MD's onto their RAML.

Jaideep Singh Sohi, M.D. and Diane T. Pap, M.D. are listed as Authorized Users in the
State of California. A copy of the RAML in which they are listed as Authorized Users is
included with this amendment request.

The reason we would like to expedite this request is that the primary Authorized User on
this license, Thomas Watters M.D. is retiring. He has requested to remain on this
license. If you have any questions or concerns regarding this amendment request,
please feel free to call me at (808) 347-0761.

Sincerely,

Lohoes e A

Blaine Ikeda, PharmD
RSO

Cec:  Cardiclogy Associates Inc
Thomas Watters, M.D.
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Pursuant to the California Code of Regufations, Division 1, Title 17, Chapter §, Subchapter 4, Group 2, Licensing of Radicactive Material, and
in reliance on statements and reprasentations heretofore made by the licensee, a license is hereby issued authorizing the licensee to receive,
use, possess, transfer, or dispose of radioactive material listed below, and to use such radioactive material for the purpose(s) and at the
place(s) designated below. This license is subject to afl applicable rules, requlations, and orders of the California Department of Public

Health now or hereafter in effect and to any standard or specific condition specified in this license.

1. Licensee:  Adventist Health Physicians Network-Cancer 3. License Number:
Care 8359-39 Amendment Number
2 Address: 2407 West Vine Street 4. Expiration date:
o Lodi, CA 95242 November 23, 2030 (5)
Attention: Jesse Kaestner 5. Inspection agency:  Radiologic Health Branch
Practice Manager Narth
6. Nuclide Form Possession Limit
A. Any radioactive material permitted . Unit Dose Only . Combined possession limit not to

by 10 CFR 35.200

Excluding Xenon

exceed 35.9 GBq (970 mCi).

Any radionuclide with atomic
number 3-83 inclusive, except:
Strontium-90 and Lead-210.

Sealed, solid or liquid sources
manufactured in accordance with a
specific license issued by the
United States Nuclear Regulatory
Commission, an Agreement State
or a Licensing State.

. Total not to exceed 1.1 GBq

(30 mCi}. Each source not to
exceed 925 MBq (25 mCi).

10.

12,

Authorized Use

A.  Any imaging and localization study permitted by 10 CFR 35.200.

B. Marker and calibration sources.

LICENSE CONDITIONS

Radioactive material shall be used only at the following approved location:

(a} 2407 West Vine Street, Lodi, CA 935242

. This license is subject to an annual fee for sources of radioactive material authorized to be possessed at any one time

as specified in Items 6, 7, 8 and 9 of this license. The annual fee for this license is required by and computed in
accordance with Title 17, California Code of Regulations, Sections 30230-30232 and is also subject to an annual
cost-of-living adjustment pursuant to Section 100425 of the California Health and Safety Code.

The individuals named below are authorized the specific uses of radioactive material described in ltems 6, 7, 8, and 9

of this license as tollows:

(a) Jaideep Singh Sohi, M.D,

(b) Twyla B. Bartel, D.Q.

(c) Tracy Yarbrough, D.0.

{d) Travers J. McLoughlin, M.D,

335.200 and 9.B.
35.200 and 9.B.
35.200 and 9.B.
35.200 and 9.B.
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Amendment Number:

Except as specifically provided otherwise by this license, the licensee shall possess and use radioactive material
described in ltems 6. 7, & and 9 of this license in accordance with the statements, representations, and procedures
contained in the documents listed below. The Department’s regulations shall govern unless the statements,
representations, and procedures in the licensee’s application and correspondence are more restrictive than the
regulations.

(a) The application, with attachments, dated September 25, 2020, signed by Brian Scott Reinet, Chairman of the
Board, supplemented by the letter, with attachments, received October 26, 2020, signed by J. B, Yu Zhang, Ph.D.,
DABR, Radiation Safety Officer.

The Radiation Safety Officer in this program shall be J. B. Yu Zhang, Ph.D., DABR.

Sealed sources possessed under this license shall be tested for leakage and/or contamination as required by Title 17,
California Code of Regulations, Section 30275 (c).

In lieu of the leak test intervals required by California Code of Regulations, Title 17, Section 30275 {(¢), sealed
sources can be tested for leakage and/or contamination at longer intervals when they are specified in a certificate of
registration issued by the U.S. Nuclear Regulatory Commission, an Agreement State or a Licensing State. When a
longer interval stipulated in a certificate of registration is used, the certificate must be maintained on file and
available for inspection for as long as the associated leak test records are retained.

. Quantitative analytical assays for the purpose of tests for leakage and/or contamination of sealed sources shall be

performed only by persons specifically authorized to perform that service.

The following individuals are authorized to collect wipe test samples of sealed sources possessed under this license
using leak test kits acceptable to the California Department of Public Health:

{a) The Radiation Safety Officer
(b) Qualified individuals designated in writing by the Radiation Safety Officer

Except for alpha sources, the periodic leak test required by Condition 15 does not apply to sealed sources that are
stored and not being used. The sources excepted from this test shall be tested for leakage prior to any use or transfer
to another person unless they have been leak tested within six months prior to the date of use or transfer.

The licensee is authorized to hold radicactive materials with a physical half-life of {ess than or equal to 120 days for
decay in storage before disposal in ordinary trash provided:

(a) Radioactive waste to be disposed of in this manner shatl be held for decay in storage for at least 10 half-lives.

{b) Before disposal as normal waste, radioactive waste shall be surveyed to determine that its radicactivity cannot
be distinguished from background. All radiation labels shall be removed or obliterated.

{c) Records shall be maintained of the disposal of licensed materials made by decay in storage. These records shall
be sufficient to demonstrate compliance with this license condition and shall be retained for 3 years after the
record is made.

The licensee may use one constancy source for the dose calibrator constancy test provided that the dose calibrator
manual indicates that only one constancy source is needed for proper quality control.
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Amendment Number:

Nuclear medicine technology procedures shall be performed by nuclear medicine technologists pursuant to Title 17,
California Code of Regulations, Subchapter 4.7. Such procedures shall be performed under the supervision of
authorized user physicians on this license who meet the criteria specified in Section 30510. Certificates or special
permits issued pursuant to Subchapter 4.7 shall be prominently displayed at the facility(ies) authorized on this
license.

Release of patients containing radioactive materials or implants containing radioactive materials shall be in
accordance with 10 CFR 35.75 (1-1-13 Editicn).

. Production or processing of radiopharmaceuticals for the purpose of commercial distribution to other licensees is not

authorized by this license,

For a period not to exceed 60 days in any calendar year, a physician is authorized to use licensed materials for human
use under the terms of this license, provided the physician:

(a) MHas the prior written permission of the Licensee’s Executive Management and its Radiation Safety Officer.

(b) Is specifically named as an authorized user on a current and valid U.S. Nuclear Regulatory Commission, an
Agreement State or a Licensing State license authorizing human use.

(c) Performs only those procedures for which the physician is specifically authorized by the U.S. Nuclear
Regulatory Commission, Agreement State or a Licensing State license.

The licensee shall maintain for inspection copies of the written permission specified in (a) above and the license(s)
specified in (b) and (c) above. These records shall be maintained for five years from the time the licensee grants its
permission under (a) above.

In addition to the possession limits in Item 8, the licensee shall further restrict the possession of licensed material so
that at no time will the total quantity of radioactive material possessed require financial surety for decommissioning
in accordarce with the California Code of Regulations, Title 17 (17 CCR), Section 30195.1. A value of 3.7 MBq
(100 nCi) is assigned to cobalt-57 to supplement 17 CCR Section 30197.7.

In accordance with California Health and Safety Code Section 115000.1(h), the licensee shall annually report the
radioactive waste inventory held in storage on December 31 of each year and all manifests of Low Level Radioactive
Waste (LLRW) shipments to licensed LLRW disposal facilitics made during the year to the Department via the
online LLRW Tracking System at hitps://llrwits.cdph.ca.gov/.

At least 30 days prior to vacating any address of use listed in Condition 10 of this license, the licensee shall provide
written notification of intent to vacate to the California Department of Public Health, in accordance with Title 17,
California Code of Regulations, Section 30256 (b). Control of all licensed areas must be maintained until such areas
are released by the Department for unrestricted use or the license is terminated, in accordance with Title 17,
California Code of Regulations, Section 30256 (j).
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Amendment Number:

29. A copy of'this license and a copy of all records and documents pertaining to this license shall be maintained available
for inspection at 2407 West Vine Street, Lodi, CA.

Issued fo the State of California Department of Public Health

Date: November 23, 2020 By: “#—144 Z sy i

Radiologic Health Branch
MS 7610, P.O. Box 997414

Sacramento, CA 95899-7414
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Fursuant fo the California Code of Reguiations, Division 1, Titla 17, Chapter 5, Subchapter 4, Group 2, Licensing of Radioactive Materfal, and
in reliance on statements and representations heretofore made by the licensee, a liconse is hereby issued authorizing the lloensee to receive,
use, possess, transfer, or dispose of radicactive material listod below; and to use such radicactive material for the purpose(s) and at the

Place(s) designated below. This license is subject to all applicable rules, regulations,

and orders of the Californla Department of Public

Heafth now or hereafter in effact and to any standard or spacific condition specified in this license.

1. Licensee: K aiser Foundation Hospital 3. License Number:
20'72-34 Amendment Number: 83
. 4. Expiration dale:
2. Address:
ress: 2025 Morse Avenue August 28, 2026 3
Sacrammento, CA 95825
Aftention;

Holly M. Thompson, M.D.
Radiation Safety Officer

5. Inspection agency;

Radiologic Health Branch
North

License Number 2072-34 is hereby amended as follows:

6. Muclide 7. Form 8. Possession Limit

A. Any radioactive material A. Any A. Combined possession limit not to
permitted by 10 CFR 35.100, exceed 219.2 GBq (5.925 Ci).
35.200 and 35.300.

B. B. B.

1. Any radionuclide with
atomic numbers 3-83,
inclusive, except: Strontium-
90 and Lead-210.

2. Gadolinium-153

3. Radium-223

1. Sealed, solid or liquid sources
manufactured in accordance
with a specific license issued by
the United States Nuclear
Regulatory Commission, an
Agreement State or a Licensing
State

2. Sealed source (IPL Models
A3410 or NES-8426 or AEA
Technology Model GD.LIN2).

3. Liquid

1. Total not to exceed 1.7 GBq
(45 mCi). Each source not to
exceed 814 MBq (22 mCi).

2. Total not to exceed 370 MBq
(10 mCi).

3. Total not to exceed 37 MBq
(1 mCi).

6 Authorized ize

A. Any uptake, dilution and excretion study permitted by 10 CFR 35.100.
Any imaging and localization study permitted by 10 CFR 35.200.
Any use permitted by 10 CFR 35.300.

B. 1.

2. Tobe used in a Line Source Holder/Attenuation Correction Device in a Symbia S camera.
3. NIST calibration source.

Marker and calibration sources.
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Amendment Number: 83

LICENSE CONDITIONS
Radicactive material shall be used only at the following approved locations:

(2) Kaiser Foundation Hospital

(1) 2025 Morse Avenue, Sacramento, CA. (including mobile PET coach)

(2) 2936 Cottage Way, Sacramento, CA. (Long term waste storage only)
This license is subject to an annual fee for sources of radioactive material authorized to be possessed at any one time
as specified in ltems 6, 7, 8 and 9 of this license. The annual fee for this license is required by and computed in

accordance with Title 17, California Code of Regulations, Sections 30230-30232 and is also subject to an annual
cost-of-living adjustment pursuant to Section 100425 of the California Health and Safety Code.

The individuals named below are authorized the specific uses of radioactive material described in Items 6 7,8
and 9 of this license as follows:

(1) Erno J. Gyetvai, M.D. 35.100; 35.200; 35.300 and 9.B.1.-3.
(2) Kit Tittiranonda, M.D. 35.100; 35.200; 35.300 and 9.B.1.-3.
(3) David Ng, M.D. 35.100; 35.200; 35.300 and 9.B.1.-3.
(4) Holly Thempson, M.D, 35.100; 35.200; 35.300 and 9.B.1.-3.
(5) Diane T. Pap, M.D. 35.100; 35.200; 35.300 and 9.B.] .-3.

Except as specifically provided otherwise by this license, the licensee shall possess and use radicactive material
described in Items 6, 7, 8 and 9 of this license in accordance with the statements, representations, and procedures
contained in the documents listed below. The Department’s regulations shall govern unless the statements,
representations, and procedures in the licensee’s application and correspondence are more restrictive than the
regulations.

(a) The renewal application, dated July 11, 2012, signed by Ronald H. Groepper, Senior Vice President, as
supplemented by the letters, with attachments, dated June 26, 2015 and July 29, 2015, the letter, with

attachments, received November 20, 2015, and the Certificaté of Disposition of Materials (CDPH 5314), with
attachments, dated October 30, 2015, all signed by Andrew S. Klonecke, M.D., Radiation Safety Officer.

(b) The letter, with attachments, dated June 30, 2017, signed by Andrew Klonecke, M.D., Radiation Safety Qfficer,
regarding the addition of a PET mobile coach service.

(c) The letters, both with attachment, dated July 11, 2018, and August 17, 2018, both signed by Andrew Klonecke,
M.D., Radiation Safety Officer, regarding addition of rooms 3125, 3126 & 3127, on the 3" floor of 2025 Morse
Avenue, Sacramento facility, as restricted areas.

(d) The Delegation of Authority for Radiation Safety Officer, with attachments, dated February 5, 2019, signed by
Cassandra Sharon, Area Manager, and the letters, both with attachment, dated April 8, 2019 and April 22, 2019,
both signed by Andrew Klonecke, M.D., Radiation Safety Officer, regarding the appointment of the new
Radiation Safety Officer.

(e) The letter, with attachments, dated March 4, 2021, signed by Holly Thompson, M.D., Radiation Safety Officer,
regarding the addition of the use location at 10725 International Drive, Ranche Cordova, CA for 10 CFR 35.600
high dose rate remote afterloader brachytherapy treatments, with associated procedures and commitments.

(f) The letter, with attachments, dated June 29, 2022, signed by Holly Thompson, M.D., Radiation Safety
Officer, regarding the removal for unrestricted use of the 10725 International Drive, Rancho Cordova,
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Amendment Number; 83

CA use location and associated 10 CFR 35.600 high dose rate remote afterloader brachytherapy
treatments.

(a) The Radiation Safety Officer in this program shall be Holly M. Thompson, M.D.
(b) The Chairperson of the Radiation Safety Committee shall be Angela Krause,

Sealed sources possessed under this license shall be tested for leakage and/or contamination as required by Title 17,
California Code of Regulations, Section 30275 (c).

In liew of the leak test intervals required by California Code of Regulations, Title 17, Section 30275 {c), sealed
sources can be tested for leakage and/or contamination at longer intervals when they are specified in a certificate of
registration issued by the U.S. Nuclear Regulatory Commission, an Agreement State or a Licensing State, When a
longer interval stipulated in a certificate of registration is used, the certificate must be maintained on file and
available for inspection for as long as the associated leak test records are retained.

Quantitative analytical assays for the purpose of tests for leakage and/or contamination of sealed sources shall be
performed only by persons specifically authorized to perform that service.

The following individuals are authorized to collect wipe test samples of sealed sources possessed under this license
using leak test kits acceptable to the California Department of Public Health;

(a) The Radiation Safety Officer
(b) Qualified individuals designated in writing by the Radiation Safety Officer

Except for alpha sources, the periodic leak test required by Condition 15 does not apply to sealed sources that are
stored and not being used. The sources excepted from this test shall be tested for leakage prior to any use or transfer
to another person unless they have been leak tested within six months prior to the date of use or transfer.

The licensee shall conduct a physical inventory every six months to account for all sealed sources and/or devices
received and possessed under the license. Records of the inventories shall be maintained for inspection and may be
disposed of following Department inspection.

- Where users or their assistants are engaged in clution from generators, the exposure to the fingers or hands shall be

“monitoredas required by Title 10, Code 6f Federal Regulations, Part 20, Section 2071502 (a). ~

The licensee is authorized to hold radioactive materials with a physical half-life of less than or equal to 120 days for
decay in storage before disposal in ordinary trash provided:

(a) Radioactive waste to be disposed of in this manner shall be held for decay in storage for at least 10 half-lives.

(b) Before disposal as normal waste, radioactive waste shail be surveyed to determine that its radioactivity cannot
be distinguished from background. All radiation labels shall be removed or obliterated.

(¢) Records shall be maintained of the disposal of licensed materials made by decay in storage. These records shall
be sufficient to demonstrate compliance with this license condition and shalt be retained for 3 years after the
record is made.

(d) Generator columns shall be segregated so that they may be monitored separately to ensure decay to background
levels prior to disposal.

The licensee may use one constancy source for the dose calibrator constancy test provided that the dose calibrator
manual indicates that anly one constancy source is needed for proper Quality Control.
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24. Nuclear medicine technology procedures shall be performed by nuclear medicine technologists pursuant to Title 17,
California Code of Regulations, Subchapter 4.7. Such procedures shall be performed under the supervision of
authorized user physicians on this license who meet the criteria specified in Section 30510. Certificates or special

permits issued pursuant to Subchapter 4.7. shall be prominently displayed at the facility(ies) authorized on this
license.

25, Release of patients containing radioactive materials or implants containing radioactive materials shall be in
accordance with 10 CFR 35.75 (1-1-21 Edition),

26. When performing written directive procedures for administration of lodine-131 greater than 1.1 megabecquerels
(30 microcuries) and/or therapeutic procedures of both sealed or unsealed radioactive material the licensee must
comply with the requirements listed in 10 CFR 35.41 (1~1-21 Edition) including, but not limited to, the following;

(a) Develop, implement and maintain written procedures that ensure the following;

(1) The patient’s or human research subject’s identity is verified before each administration.
(2) Each administration is in accordance with the treatment plan, if applicable, and written directive.
(3} Both the manual and computer-generated dose calculations have been checked.

(b) Retain a copy of the written procedures for the duration of the license per 10 CFR 35.2041.

27. Production or processing of radiopharmaceuticals for the purpose of commercial distribution to other licensees is not
authorized by this license.

28. For a periad not to exceed 60 days in any calendar year, a physician is authorized to use licensed materials for human
use under the terms of this license, provided the physician:

(a) Has the prior written permission of the Licensee’s Executive Management and its Radiation Safety Officer.

(b) Is specifically named as an authorized user on a current and valid U.S. Nuclear Regulatory Commission, an
Agreement State or a Licensing State license authorizing hurnan use.

(c) Performs only those procedures for which the physician is specifically authorized by the U.S. Nuclear
Regulatory Commission, Agreement State or a Licensing State license.

The licensee shall maintain for inspection copies of the writien permission specified in (a) abave and the license(s)

specified in (b) and (c) above. These records shall be maintained for five years from the time the licensee grants its
permission under (a) above.

29. When using mobile nuclear service companies, the licensee shall retain all responsibilities for the use of radicactive
material authorized by the license if the mobile service is using the licensee’s diagnostic imaging camera.

30. In addition to the possession limits in Jtem 8, the licensee shall further restrict the possession of licensed material so
that at no time will the total quantity of radioactive material possessed require financial surety for decommissioning
in accordance with the California Code of Regulations, Title 17, (17 CCR), Section 30195.1. A value of 3.7 MBq
(100 uCi) is assigned to Cobalt-57 to supplement 17 CCR 30197.7.

31. In accordance with California Health and Safety Code Section 115000.1¢h), the licensee shall annually report the
radioactive waste inventory held in storage on December 31 of each year and all manifests of Low Level Radioactive
Waste (LLRW) shipments to licensed LLRW disposal facilities made during the year to the Department via the

online LLRW Tracking System at https:/lirwts.cdph.ca.gov/.
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At least 30 days prior to vacating any address of use listed in Condition 10 of this license, the licensee shall provide
written notification of intent to vacate to the California Department of Public Health, in accordance with Title 17,
California Code of Regulations, Section 30256 (b). Control of all licensed areas must be maintained until such areas
are released by the Department for unrestricted use or the license is terminated, in accordance with Title 17,

California Code of Regulations, Section 30256 (j).

A copy of this license and a copy of all records and documents pertaining to this license shall be maintained available
for inspection at 2025 Morse Avenue, Sacramento, CA.

Date:

Issued fnr the State of Calrforma Department of Public Health

A /
July 15, 2022\ By: }*41.7 N AN
Radiologic Health Branch
MS 7610, P.O. Box 997414
Sacramento, GA 95899-7414
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For Use By Inspection Branch

An on-site inspection of the licensee identified above should be considered because of a
recent significant licensing action involving one or more of the criteria described above.
(Refer to Inspection Manual Chapter 2800.)

The inspection branch may document their assessment, as deemed appropriate by the Region.

Change Date of Next Inspection?
I Yes — Next Inspection Date: I No

Comments:

Supervisor or Designee: Date:

A-5
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