March 11, 2020

Nuclear Materials Licensing Branch

U.S. Nuclear Regulatory Commission, Region IV
1600 E. Lamar Blvd.

Arlington, TX 76011-4511

Subject: Amendment
NRC License No. 53-18126-01
Docket No. 030-14529

Dear License Reviewer:

MEDICAL CENTER Received 03/25/2020

Mail Control Number: 618420
Docket Number : 3014529
License Number : 53-18126-01
Licensee Name : Straub Clinic &
Hospital

We are requesting the addition of Brandon Kai, M.D. as an Authorized User for byproduct
materials listed in 10 CFR 35.200. A copy of form 313A(AUD) which describes his training

and experience is enclosed.

In addition, please remove Brian T. Sinclair, M.D. and Kristi Takaki, M.D. from the list of

Authorized Users.

If you require any additional information please contact our Radiation Safety Officer,

Ronald Frick at 808-373-7009.

Sincerely,

Z 1

Travis Clegg
Chief Operating Officer

Enclosures

Straub Medical Center | 888 S. King Street | Honolulu, Hawal't 96813



{g?g;;f)RM 313 U.S. NUCLEAR REGULATORY COMMISSION | APPROVED BY OMB: NO, 3150-0120 EXPIRES: 01/31/2023

10 GFR 30, 32, LTS Esﬁmatgd i_Jufden per response to comply with this mandatory collection request 4.3 hours. Submittal of the
33, 34, 35, 36, ;s ‘5., application is necessary to determine that the applicant is qualified and that adequate procedures exist to protect the
37,39,and 40 & e APPLICATION public health and safety. Send comments regarding burden estimate to the Information Services Branch {T-6 A10M),
=3 _ 2 E I lo FOR U.S. Nuclear Regulatory Commission, Washington, DC 20555-0001, or by e-mail to Infocollects.Resource@nre.gov,

EY & MATERIALS LICENSE and to the Desk Officer, Office of Information and Regulatory Affairs, NEOB-10202, (3150-0120), Office of

9 Management and Budget, Washington, DC 20503, If a means used to impose an information collection does not

o
* * . ‘
diek display a currently valid OMB control number, the NRC may not conduct or sponsor, and a person is not required to

respond fo, the information collection.

INSTRUCTIONS: SEE THE CURRENT VOLUMES OF THE NUREG-1556 TECHNICAL REPORT SERIES (“CONSOLIDATED GUIDANCE ABCUT MATERIALS LICENSES") FOR DETAILED
:;Jf;;ggg‘ggg]i FOR COMPLETING THIS FORM: http:/iwww.nre.govireading-rm/doc-collections/nuregs{staff/sr1556/. SEND TWO COPIES OF THE COMPLETED APPLICATION TO THE NRC
IED BELOW.

APPLICATION FOR DISTRIBUTION OF EXEMPT PRODUCTS FILE APPLICATIONS WITH: | IF YOU ARE LOCATED IN:

MATERIALS SAFETY LICENSING BRANCH ILLINOIS, INDIANA, IOWA, MICHIGAN, MINNESOTA, MISSOURI, OHIO, OR WISCO
; ; ; ; ; , OHIO, NSIN, SEND
DIVISION OF MATERIAL SAFETY, STATE, TRIBAL AND RULEMAKING PROGRAMS APPLICATIONS TO-
OFFICE OF NUCLEAR MATERIALS SAFETY AND SAFEGUARDS
U.S. NUCLEAR REGULATORY COMMISSION MATERIALS LICENSING BRANCH
WASHINGTON, DC 20565-0001 U.S. NUCLEAR REGULATCRY COMMISSION, REGION I
2443 WARRENVILLE ROAD, SUITE 210
ALL OTHER PERSONS FILE APPLICATIONS AS FOLLOWS: USLE 1L 605324350
IF YOU ARE LOCATED IN: IF YOU ARE LOCATED IN:
ALABAMA, CONNECTICUT, DELAWARE, DISTRICT OF COLUMEIA, FLORIDA, ALASKA, ARIZONA, ARKANSAS, CALIFORNIA, COLORADO, HAWAIL, IDAHO, KANSAS,
GEORGIA, KENTLICKCY, MAINE, MARYLAND, MASSAGHUSETIS, N HAMESHIRE, LOUISIANA, MISSISSIPPI, MONTANA, NEBRASKA, NEVADA, NEW MEXICO, NORTH
NEW JERSEY, NEW YORK, NORTH CAROLINA, PENNSYLVANIA, PUERTO RICO, DAKOTA, OKLAHOMA. OREGON, PAGIFIC TRUST TERRITORIES, SOUTH DAKOTA, TEXAS,
RHODE ISLAND, SOUTH CAROLINA, TENNESSEE, VERMONT, VIRGINIA, VIRGIN A B HNGTON. DR WY EWINe
ISLANDS, OR WEST VIRGINIA, ! s %
SEND APPLICATIONS TO: SEND APPLICATIONS TO:
EI:\:nEsbfgerg :ﬁﬁ'gfé:gm%gms e NUCLEAR MATERIALS LICENSING BRANCH
U.S. NUCLEAR REGULATORY COMMISSION, REGION IV
U.S. NUCLEAR REGULATORY COMMISSION, REGION | e A A S AL
2100 RENAISSANCE BOULEVARD, SUITE 100 ARLINGTON. TX 76017.4514

KING OF PRUSSIA, PA 19408-2713

PERSONS LOCATED IN AGREEMENT STATES SEND APPLICATIONS TO THE U.S. NUCLEAR REGULATORY COMMISSION ONLY IF THEY WISH TO POSSESS AND USE LICENSED MATERIAL
IN STATES SUBJECT TO U.S. NUCLEAR REGULATORY COMMISSION JURISDICTIONS.

7. THIS IS AN APPLICATION FOR (Check appropriate item) 2. NAME AND MAILING ADDRESS OF APPLICANT (Include zip code)
A NEWLICENSE 1 !
[ Straub Clinic & Hospital
B. AMENDMENT TO LICENSE NUMBER 53-18126-01 888 South King Street

Honolulu, HI 96813

[ ] © RENEWAL OF LICENSE NUMBER

3. ADDRESS WHERE LICENSED MATERIALS WILL BE USED OR POSSESSED 4, NAME OF PERSON TO BE CONTACTED ABOUT THIS APPLICATION

Ronald Frick, M.S., CHP, DABR

BUSINESS TELEPHONE NUMBER BUSINESS CELLULAR TELEPHONE NUMBER
Same as 2. 808-373-7009 808-282-0169

BUSINESS E-MAIL ADDRESS
rfrick@gammacorp.com

SUBMIT ITEMS 5 THROUGH 11 ON 8-1/2 X 11" PAPER. THE TYPE AND SCOPE OF INFORMATION TO BE PROVIDED IS DESCRIBED IN THE LICENSE APPLICATION GUIDE.

5. RADICACTIVE MATERIAL 6. PURPOSE(S) FOR WHICH LICENSED MATERIAL WILL BE USED.
a. Element and mass number; b. chemical and/or physical form; and ¢. maximum amaount 7. INDIVIDUAL(S) RESPONSIBLE FOR RADIATION SAFETY PROGRAM AND THEIR TRAINING AND
which will be possessed at any one time. EXPERIENCE.
8. TRAINING FOR INDIVIDUALS WORKING IN OR FREQUENTING RESTRICTED AREAS. 9. FACILITIES AND EQUIPMENT.
10. RADIATION SAFETY PROGRAM. 11. WASTE MANAGEMENT.
12. LICENSE FEES (Fees required only for new applications, with few exceptions®)
(See 10 CFR 170 and Section 170.31) e 76 E i 0.00
*Amendments/Renewals that increase the scope of the existing license to a new or higher fee category will require a fee.

PER THE DEBT COLLECTION IMPROVEMENT ACT OF 1996 (PUBLIC LAW 104-134), YOU ARE REQUIRED TO PROVIDE YOUR TAXPAYER IDENTIFICATION NUMBER. PROVIDE THIS
INFORMATION BY COMPLETING NRC FORM 531: httgs;.‘.’ng_w.nrcgqyireading-rm.lg9c-col[ections[{o;ms[nrcs:'riigfg html.

13. CERTIFICATION. (Must be completed by applicant) THE APPLICANT UNDERSTANDS THAT ALL STATEMENTS AND REPRESENTATIONS MADE IN THIS APPLICATION ARE BINDING UPON
THE APPLICANT.

THE APPLICANT AND ANY OFFICIAL EXECUTING THIS CERTIFICATION ON BEHALF OF THE APPLICANT, NAMED IN ITEM 2, CERTIFY THAT THIS APPLICATION IS PREPARED IN
CONFORMITY WITH TITLE 10, CODE OF FEDERAL REGULATIONS, PARTS 30, 32, 33, 34, 35, 36, 37, 39, AND 40, AND THAT ALL INFORMATICN CONTAINED HEREIN IS TRUE AND CORRECT

TO THE BEST OF THEIR KNOWLEDGE AND BELIEF,
WARNING: 18 U.S.C. SECTION 1001 ACT OF JUNE 25, 1948 62 STAT. 748 MAKES IT A CRIMINAL OFFENSE TO MAKE A WILLFULLY FALSE STATEMENT OR REPRESENTATION TO

ANY DEPARTMENT OR AGENCY OF THE UNITED STATES AS TO ANY MATTER WITHIN ITS JURISDICTION.

Z

CERTIFYING OFFICER - TYPED/PRINTED NAME AND TITLE SIGNATURE DATE

Travis Clegg, Chief Operating Officer ) // /3996

NRC FORM 313 (01-2020)



{P'JGR_:%J;PRM 313A (AUD) U.S. NUCLEAR REGULATORY COMMISSION

REG
:}v’ﬁ £eo 5]
) )c

AUTHORIZED USER TRAINING AND EXPERIENCE
AND PRECEPTOR ATTESTATION e T

(for uses defined under 35.100, 35.200, and 35.500)
[10 CFR 35.190, 35.290, and 35.590]

Name of Proposed Authorized User State or Territory Where Licensed

Brandon Kai California
Requested Authorization(s) (check all that apply) |
[]35.100 Uptake, dilution, and excretion studies

35.200 Imaging and localization studies

[:] 35.500 Sealed sources for diagnosis (specify device)

PART | -- TRAINING AND EXPERIENCE
(Select one of the three methods below)

* Training and Experience, including board certification, must have been obtained within the 7 years preceding
the date of application or the individual must have obtained related continuing education and experience since
the required training and experience was completed. Provide dates, duration, and description of continuing
education and experience related to the uses checked above.

[ ] 1. Board Certification
a. Provide a copy of the board certification.

b. If using only 35.500 materials, stop here. If using 35.100 and 35.200 materials, skip to and complete Part Il
Preceptor Attestation.

[ ] 2. Current 35.390 Authorized User Seeking Additional 35.290 Authorization

a. Authorized user on Materials License meeting 10 CFR 35.390 or equivalent Agreement
State requirements seeking authorization for 35.290.

b. Supervised Work Experience.
(If more than one supervising individual is necessary to document supervised work experience, provide multiple
copies of this section.)

Location of Experience/License or Clock Dates of

Descrption of Experience Permit Number of Facility Hours Experience”

Eluting generator systems
appropriate for the preparation of
radioactive drugs for imaging and
localization studies, measuring and
testing the eluate for radionuclidic
purity, and processing the eluate
with reagent kits to prepare labeled
radioactive drugs

Total Hours of Experience:

Supervising Individual License/Permit Number listing supervising individual as an
authorized user

Supervisor meets the requirements below, or equivalent Agreement State requirements (check all that apply).

D 35.290 [:] 35.390 + generator experience in 32.290(c)(1)(ii)(G)

NRC FORM 313A (AUD) (06-2016) PAGE 1



NRC FORM 313A (AUD)
(06-2016)

U.S. NUCLEAR REGULATORY COMMISSION

AUTHORIZED USER TRAINING AND EXPERIENCE AND PRECEPTOR ATTESTATION (continued)

3. Training and Experience for Proposed Authorized User

a. Classroom and Laboratory Training.

Description of Training Location of Training

Medical Physics Training

Radiation physics and
instrumentation

Medical Physics Training

Radiation protection

Medical Physics Training

Mathematics pertaining to the use
and measurement of radioactivity

Medical Physics Training
Chemistry of byproduct material
for medical use (not required for
35.590)

Medical Physics Training

Radiation biology

Total Hours of Training: 80

provide muitiple copies of this section.)

Ordering, receiving, and unpacking  Kaiser Los Angeles Medical Center
radioactive materials safely and

performing the related radiation

surveys

Performing qua_lity control Kaiser Los Angeles Medical Center
procedures on instruments used to

determine the activity of dosages
and performing checks for proper
operation of survey meters

Clock Dates of
Hours Training®
25 3/2019
20 3/2019
15 3/2019
10 3/2019
10 3/2019

b. Supervised Work Experience (completion of this table is not required for 35.580).
(If more than one supervising individual is necessary to document supervised work experience,

Total Hours of

Supervised Work Experience 620 Experience: 620
Description of Experience Location of Experience/License or CoRfifin Dates of
Must Include: Permit Number of Facility Experience*

Vs 7/2014-6/2017
D No

/2 -6/2
[Z]Yes 7/2014-6/2017

[ ] No

NRC FORM 313A (AUD) (06-2016)

PAGE 2




zgzcéglom 313A (AUD) U.S. NUCLEAR REGULATORY COMMISSION
AUTHORIZED USER TRAINING AND EXPERIENCE AND PRECEPTOR ATTESTATION (continued)

3. Training and Experience for Proposed Authorized User (continued)

b. Supervised Work Experience. (continued)

Description of Experience Location of Experience/License or Confirm  Dates of

Must Include: Permit Number of Facility Experience*

Calculating, measuring, and safely Kaiser Los Angeles Medical Center EX! Yes 7/2014-6/2017

preparing patient or human research

subject dosages [ |No

Using administrative controls to Kaiser Los Angeles Medical Center m Yes 7/2014-6/2017

prevent a medical event involving the

use of unsealed byproduct material [ ] No

Using procedures to contain spilled Kaiser Los Angeles Medical Center m Yes 12014-6/2017

byproduct material safely and using

proper decontamination procedures D No

Administering dosages of radioactive ~ Kaiser Los Angeles Medical Center [X] Yes 7/2014-6/2017

drugs to patients or human research

subjects [ ] No

Eluting generator systems appropriate | Kaiser Los Angeles Medical Center EK] Yes 7/2014-6/2017

for the preparation of radioactive

drugs for imaging and localization D No

studies, measuring and testing the

eluate for radionuclidic purity, and

processing the eluate with reagent

kits to prepare labeled radioactive

drugs

é_ﬁgewising Individual " License/Permit Number listing supervising individual asan

authorized user

Oﬁ\vaiimﬁ FE}V\;J i?\-l_D 05%2 _.{0(

Supervisor meets the requirements below, or equivalent Agreement State requirements (check one).

"7 35.190 [¥] 35.290 []35.390 [ ] 35.390 + generator experience in 35.290(c)(1)(i))(G)

c. For 35.590 only, provide documentation of training on use of the device.

Device Type of Training Location and Dates

d. For 35.500 uses only, stop here. For 35.100 and 35.200 uses, skip to and complete Part Il Preceptor
Attestation.

NRC FORM 313A (AUD) (06-2016) PAGE 3
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E?;:}ORM 313A (AUD) U.S. NUCLEAR REGULATORY COMMISSION

AUTHORIZED USER TRAINING AND EXPERIENCE AND PRECEPTOR ATTESTATION (continued)

PART Il - PRECEPTOR ATTESTATION

Note: This part must be completed by the individual's preceptor. The preceptor does not have to be the supervising
individual as long as the preceptor provides, directs, or verifies training and experience required. If more than
one preceptor is necessary to document experience, obtain a separate preceptor statement from each. (Not
required to meet training requirements in 35.590)

By checking the boxes below, the preceptor is attesting that the individual has knowledge to fulfill the duties
of the position sought and not attesting to the individual's "general clinical competency.”

First Section
Check one of the following for each use requested:

For 35.190

Board Certification

]:] | attest that has satisfactorily completed the requirements in

Name of Proposed Authorized User

10 CFR 35.190(a)(1) and has achieved a level of competency sufficient to function independently as an
authorized user for the medical uses authorized under 10 CFR 35.100.

OR
Training and Experience

[ ]| attest that has satisfactorily completed the 60 hours of training and

Mame of Proposed Authorized User

experience, including a minimum of 8 hours of classroom and laboratory training, required by 10 CFR
35.190(c)(1), and has achieved a level of competency sufficient to function independently as an
authorized user for the medical uses authorized under 10 CFR 35.100.

For 35.290

Board Certification

D | attest that has satisfactorily completed the requirements in
Name of iﬁropcsed Authorized User

10 CFR 35.290(a)(1) and has achieved a level of competency sufficient to function independently as an
authorized user for the medical uses authorized under 10 CFR 35.100 and 35.200.

OR
Training and Experience
| attest that Brandon Kai has satisfactorily completed the 700 hours of training
Name of Proposed Authorized User
and experience, including a minimum of 80 hours of classroom and laboratory training, required by 10

CFR 35.290(c)(1), and has achieved a level of competency sufficient to function independently as an
authorized user for the medical uses authorized under 10 CFR 35.100 and 35.200.

 Second Section
Complete the following for preceptor attestation and signature:

g:] | meet ‘he requirements below, or equivalent Agreement State requirements, as an authorized user for:

f 135190  [PAJ 35.290 . 135390 [ ] 35.390 + generator experience
Name of Preceptor Signature Telephone Number Date

(\ covoline Fw} (\/\J e 303-37T1-8476 315019
License/Permit Number/Facility Name

NRC FORM 313A (AUD) (06-2016) PAGE 4
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