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December 06, 2013

Nuclear Materials Licensing Branch

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

Arlington, TX 76011-4511

Subject: Notification
NRC License No. 53-16929-01
Docket No. 030-11883

Dear License Reviewer:
We have approved the following physicians as Authorized Users:

Marco Philip Floridia, M.D. for use of byproduct materials listed in 10 CFR 35.100
and 35.200 and oral administration of sodium iodide [-131. Dr. Floridia was
certified in Diagnostic Radiology by the American Board of Radiology in
November 2012. A copy of his certification and completed 313A(AUD) and

313A(AUT) forms are enclosed.

Vineet Kiran Chib, M.D. for use of byproduct materials listed in 10 CFR 35.100 and
35.200 and oral administration of sodium iodide [-131. Dr. Chib was certified in
Diagnostic Radiology by the American Board of Radiology in June 2009. A copy of
her certification and completed 313A(AUD) and 313A(AUT) forms are enclosed.

In addition, please remove the following physicians from the list of authorized users:

Ian Robert Cunningham, M.D.
Robert M. DiMauro, M.D,

If you require any additional information please contact our Radiation Safety Officer,
Ronald Frick at 808-373-7009.

PUBLIC

Sincerely,
y O Immediate Release
#".‘Cﬂr”‘d: Release
NGN-PURLIC

A.3 Sensitive-Security Related
. ! ternal

Travis Clegg
Vice-President, Operations 2 m

:/ﬂt‘/b Date:' ¢ =2 | 3

Reviewer
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NRC FORM 313A (AUD) U.S. NUCLEAR REGULATORY COMMISSION
{05-2012)

AND PRECEPTOR ATTESTATION EXPIRES: (05/31/2015)
(for uses defined under 35.100, 35.200, and 35.500)
[10 CFR 35.190, 35.290, and 35.590]

AUTHORIZED USER TRAINING AND EXPERIENCE S ————

Name of Proposed Authorized User State or Territory Where Licensed

Marco Philip Floridia, M.D. Hawaii

Requested Authorization(s) (check all that apply)
35.100 Uptake, dilution, and excretion studies
[] 35.200 Imaging and localization studies

[:I 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 cerification.

Preceptor Attestation.

D 2. Current 35.390 Authorized User Seeking Additional 35.290 Authorization

a. Authorized user on Materials License
State requirements seeking authorization for 35.280.

b. Supervised Work Experience.

copies of this section.)

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

meeting 10 CFR 35.390 or equivalent Agreement

(If more than one supervising individual is necessary to document supervised work experience, provide multiple

o ; Location of Experience/License or A Clock Dates of
Description 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:

‘authorized user

Supervising Individual i License/Permit Number listing supervising individual as an

=i

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

[:] 35.290 D 356.390 + generator experience in 32.290(c){(1)(ii}(G)

NRC FORM 313A (AUD) (05-2012)
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INRC FORM 313A (AUD)
(05-2012)

U.S. NUCLEAR REGULATORY COMMISSION

AUTHORIZED USER TRAINING AND EXPERIENCE AND PRECEPTOR ATTESTATION (continued)

a. Classroom and Laboratory Training.

Description of Training

[ ] 3. Training and Experience for Proposed Authorized User

Location of Training

Clock
Hours

Dates of
Training*

Radiation physics and
instrumentation

Radiation protection

Mathematics pertaining to the use
and measurement of radioactivity

Chemistry of byproduct material
for medical use (nof required for
35.590)

Radiation biology

Total Hours of Training:

b. Supervised Work Experience (completion of this table is not required for 35.590).
(If more than one supervising individual is necessary to document supervised work experience,

provide multiple copies of this section.)

Supervised Work Experience

Description of Experience
Must Include:

Total Hours of
Experience:

Location of ExperiencelLicense or
Permit Number of Facility

Confirm

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

Performing quality control
procedures on instruments used to
determine the activity of dosages
and performing checks for proper
operation of survey meters

[]Yes
[ ]No

[] Yes

[]No

Dates of

NRC FORM 313A (AUD) (05-2012)

PAGE 2




NRC FORM 313A (AUD)

U.S. NUCLEAR REGULATORY COMMISSION
3201 AUTHORIZED USER TRAINING AND EXPERIENCE AND PRECEPTOR ATTESTATION (continued)

3. Training and Experience for Proposed Authorized User (continued)
b. Supervised Work Experience. {continued)

studies, measuring and testing the
eluate for radionuclidic purity, and
processing the eluate with reagent
kits to prepare labeled radioactive
drugs

Description of Experience Location of Experiencel/lLicense or Sandim Dates of
Must Include: Permit Number of Facility Experience*
Calculating, measuring, and safely [] Yes
preparing palient or human research
subject dosages [JNo
Using administrative controls to [] Yes
prevent a medical event involving the
use of unsealed byproduct material D No
Using procedures to contain spilled D Yes
byproduct material safely and using
proper decontamination procedures []No
Administering dosages of radioactive D Yes
drugs to patients or human research
subjects [[]No
Eluting generator systems appropriate D Yes
for the preparation of radioactive
drugs for imaging and localization []No

Supervising Individual
iauthorized user

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

iLicense/Permit Number listing supervising individual as an

[]35.190 []35.200 []35.300 [ ] 35.390 + generator experience in 356.280(c)(1)(ii{G)

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

Type of Training Location and Dates

Device

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

NRC FORM 313A (AUD) (05-2012)
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NRC FORM 313A (AUD) U.S. NUCLEAR REGULATORY COMMISSION
(021 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 fraining requirements in 35.590)

By checking the boxes below, the preceptor is attesting that the individual has knowledge to fulfili 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 Marco Philip Floridia, M.D. 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
D | attest that has satisfactorily completed the 60 hours of training and

" Name of Proposed Authorized User
experience, including a minimum of 8 hours of classrcom 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 Cettification
| attest that Marco Philip Floridia, M.D. has satisfactorily completed the requirements in

Name of Proposed Authorized User -

10 CFR 35.280(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

D | attest that 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 precepfor attestation and signature:

| meet the requirements below, or equivalent Agreement State requirements, as an authorized user for:
35.190 35200 [ ]35.390 [ ] 35.390 + generator experience

R S e

License/Permit Number/Facility Name

The Kadiolgy Grpop, Inc.

NRC FORM 313A (AUD} (05-2012)

Date

,,D/%/,;
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NRC FORM 313A (AUT) U.S. NUCLEAR REGULATORY COMMISSION
{05-2012)
AUTHORIZED USER TRAINING AND EXPERIENCE _ )
AND PRECEPTOR ATTESTATION EXPIRES: (OSIA2018)
(for uses defined under 35.300)
[10 CFR 35.390, 35.392, 35.394, and 35.396]
Name of Proposed Authorized User State or Territory Where Licensed
Marco Philip Floridia, M.D. Hawaiii

Requested Authorization(s) (check all that apply).
[:] 35.300 Use of unsealed byproduct material for which a written directive is required

OR
35.300 Oral administration of sodium iodide 1-131 requiring a written directive in quantities less than or equal to
1.22 gigabecquerels (33 millicuries)

35.300 Oral administration of sodium iodide I1-131 requiring a written directive in quantities greater than 1.22
gigabecquerels (33 millicuries)

[:] 35.300 Parenteral administration of any beta-emitter, or photon-emitting radionuclide with a photon energy less
than 150 keV for which a written directive is required

|:| 36.300 Parenteral administration of any other radionuclide for which a written directive is required

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 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. For 35.380, provide documentation on supervised clinical case experience. The table in section 3.c. may
be used to document this experience.

¢. For 35.396, provide documentation on classroom and laboratory training, supervised work experience,
and supervised clinical case experience. The tables in sections 3.a., 3.b., and 3.c. may be used to

document this experience.
d. Skip to and complete Part Il Preceptor Attestation.

[[] 2. Current 35.300, 35.400, or 35.600 Authorized User Seeking Additional Authorization

a. Authorized User on Materials License under the requirements below or
equivalent Agreement State requirements (check all that apply):
[] 35.390 []36.392 []35.394 [] 36.490 []35.690

b. If currently authorized for a subset of clinical uses under 35.300, provide documentation on additional
required supervised case experience. The table in section 3.c. may be used to document this
experience. Also provide completed Part |l Preceptor Attestation,

c. If currently authorized under 35.490 or 35.690 and requesting authorization for 35.396, provide
documentation on classroom and laboratory training, supervised work experience, and supervised clinical
case experience. The tables in sections 3.a., 3.b., and 3.c. may be used to document this experience.

Also provide completed Part [l Preceptor Attestation.

NRC FORM 313A (AUT) (05-2012) PAGE 1




ENRC FORM 313A (AUT)
(05-2012)

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 | ] 35.390 []35.392

[]35.394

[] 35.396

Description of Training

Location of Training

Radiation physics and
instrumentation

Radiation protection

use and measurement of
radioactivity

Mathematics pertaining to the |

Clock
Hours

Chemistry of byproduct
material for medical use

Dates of
Training*

Radiation biclogy

Total Hours of Training: |

]

of this page.

b. Supervised Work Experience
If more than one supervising individual is necessary to document supervised training, provide multiple copies

Supervised Work Experience

[]35.390 [] 35.392

Description of Experience
Must Include:

Ordering, receiving, and
unpacking radioactive materials
safely and performing the
related radiation surveys
Performing quality control
procedures on instruments
used to determine the activity
of dosages and performing
checks for proper operation of
survey meters

Location of Expe}iéaéelLicense or
Permit Number of Facility

[] 35.304

[]35.306

Total Hours of Experience:

Confirm

Datesof
Experience*

Calculating, measuring, and
safely preparing patient or
human research subject
dosages

[]Yes
[ ]No

[]Yes
[]No
[ ves
[ ] No

Using administrative controls to
prevent a medical event
involving the use of unsealed
byproduct material

Using procedures to contain
spilled byproduct material
safely and using proper
decontamination procedures

E} Yes
[]No

[] Yes
[INo

NRC FORM 313A {AUT) (05-2012)
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NRC FORM 313A {AUT)
(05-2012)

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)

Supervising Individual

: License/Permit Number hstmg superws!ng individual as an
‘authorized user

apply)‘*

[:] 35.390 With experience administering dosages of.

' Oral Nal-131 requiring a written directive in quantities less than or equal to 1.22
' gigabecquerels (33 millicuries)

: D Oral Nal-131 in quantities greater than 1.22 gigabecquerels (33 millicuries)

D Ll D Parenteral administration of beta-emitter, or photon-emitting radionuclide with a photon
energy less than 150 keV requiring a written directive is required

[ ] Parenteral administration of any other radionuclide requiring a written directive

**  Supervising Authorized User musl havo experience in administering dosages in the same dosage calegory or calegonas as the individual
requesling authorized user status.

¢. Supervised Clinical Case Experience
If more than one supervising individual is necessary to document supervised work experience, provide

multiple copies of this page.

l’:;’;?\ﬁﬁ; Cge?:(fﬁ:l Location of Experiencel/License or Permit Dates of
o0 H *
Participation Number of Facility Experience

Description of Experience

Oral administration of sodium
iodide 1-131 requiring a written
directive in quantities less than
or equal to 1.22 gigabecquerels
(33 millicuries)

Oral administration of sodium
iodide I-131 requiring a written
directive in quantities greater
than 1.22 gigabecquerels (33
millicuries)

Parenteral administration of
any beta-emitter, or
photon-emitting radionuclide
with a photon energy less than
150 keV for which a written
directive is required

Parenteral adrﬁ—inistration of any
other radionuclide for which a
written directive is required

(List radionuclides)

PAGE 3
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NRC FORM 313A (AUT) U.S. NUCLEAR REGULATORY COMMISSION

(05-2012)
AUTHORIZED USER TRAINING AND EXPERIENCE AND PRECEPTOR ATTESTATION (continued)

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

c. Supervised Clinical Case Experience (contlnued)

Supervising Individual -License/Permit Number listing superwsmg mdwldual as an
‘authorized user

appiy)**

[[135.390 : With expenence administering dosages of:

D 35392 | [ ]Oral Nal-131 requiring a written directive in quantities less than or equal to 1.22
; gigabecquerels (33 millicuries)

D Oral Nal-131 in quantities greater than 1.22 gigabecquerels (33 millicuries)

[ ] Parenteral administration of beta-emitter, or photon-emitting radionuclide with a photon
energy less than 150 keV requiring a written directive is required

|:| Parenteral administration of any other radionuclide requiring a written directive

**  Supervising Authorized User must have experience in administering dosages in the same dosage category or categories as the individual
requesling aulhorized user status.

d. Provide completed Part Il Preceptor Attestation.

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.

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 requested authorization:
For 35.390:

Board Certification

[] 1 attest that has satisfactorily completed the training and experience

Namégf_ﬁ-fgﬁased Authorized User

requirements in 35.380(a)(1).

OR

Training and Experience

D | attest that has satisfactorily completed the 700 hours of training
" Nameof Proposed Authorized User .

and experience, including a minimum of 200 hours of classroom and laboratory training, as required by
10 CFR 35.390 (b){1).

NRC FORM 313A (AUT) (05-2012) PAGE 4



‘NRC FORM 313A (AUT) U.S. NUCLEAR REGULATORY COMMISSION

(05-2012)
AUTHORIZED USER TRAINING AND EXPERIENCE AND PRECEPTOR ATTESTATION (continued)

Preceptor Attestation (continued)

First Section (continued)

For 35.392 (ldentical Attestation Statement Regardless of Training and Experience Pathway):
has satisfactorily completed the 80 hours of classroom

| attest that Marco Philip Floridia, M.D.
Name of Proposed Authorized User

and laboratory training, as required by 10 CFR 35.392(c)(1), and the supervised work and clinical case
experience required in 35.392(c)(2).

For 35.394 (Identical Attestation Statement Reqardless of Training and Experience Pathway):

has salisfactorily completed the 80 hours of classroom

| attest that  Marco Philip Floridia, M.D.
Name of Proposed Authorized User

and laboratory training, as required by 10 CFR 35.394 (c)(1), and the supervised work and clinical case
experience required in 35.394(c)(2).

Second Section

has satisfactorily completed the required clinical case

| attest that Marco Philip Floridia, M.D.
Name of Proposed Authorized User

experience required in 35.380(b)(1)(il)G listed below:

Oral Nal-131 requiring a written directive in quantities less than or equal to 1.22
gigabecquerels (33 millicuries)

Oral Nal-131 in quantities greater than 1.22 gigabecquerels (33 millicuries)

[ ] Parenteral administration of beta-emitter, or photon-emitting radionuclide with a photon
energy less than 150 keV requiring a written directive is required

D Parenteral administration of any other radionuclide requiring a written directive

Third Section
| attest that Marco Philip Floridia, M.D. has satisfactorily achieved a level of competency to

Name of Propos"éd Authorized User

function independently as an authorized user for:

Oral Nal-131 requiring a written directive in quantities less than or equal fo 1.22
gigabecquerels (33 millicuries)

Oral Nal-131 in quantities greater than 1.22 gigabecquerels (33 millicuries)

[___] Parenteral administration of beta-emitter, or photon-emitting radionuclide with a photon
energy less than 150 keV requiring a written directive is required

D Parenteral administration of any other radionuclide requiring a written directive

NRC FORM 313A (AUT) (05-2012) PAGE 5



NRC FORM 313A (AUT) U.S. NUCLEAR REGULATORY COMMISSION

(05-2012)
AUTHORIZED USER TRAINING AND EXPERIENCE AND PRECEPTOR ATTESTATION (continued)

Fourth Section

For 35.396:
Current 35.490 or 35.690 authorized user:

is an authorized user under 10 CFR 35.490 or 35.690

[]1attest that
" Name of Proposed Authorized User
or equivalent Agreement State requirements, has satisfactorily completed the 80 hours of classroom and
laboratory training, as required by 10 CFR 35.396 (d)(1), and the supervised work and clinical case
experience reguired by 35.396(d)(2), and has achieved a level of competency sufficient to function

independently as an authorized user for:

D Parenteral administration of any beta-emitter, or photon-emitting radionuclide with a photon energy less
than 150 keV for which a written directive is required
[] Parenteral administration of any other radionuclide for which a written directive is required

OR

Board Certification:
has satisfactorily completed the board cerlification

[] 1 attest that
Name of Proposed Authorized User
requirements of 35.396(c), has satisfactorily completed the 80 hours of classrcom and laboratory training
required by 10 CFR 35.396 (d)(1) and the supervised work and clinical case experience required by
35.396(d)(2), and has achieved a level of competency sufficient to function independently as an

authorized user for:

[ ] Parenteral administration of any beta-emitter, or photon-emitting radionuclide with a photon energy less
than 150 keV for which a written directive is required

D Parenteral administration of any other radionuclide for which a written directive is required

Fifth Section
Complete the following for preceptor attestation and signature:

| meet the requirements below, or equivalent Agreement State requirements, as an authorized user for:

[] 35.390 35.392 35.394 []35.398

I have experience administering dosages in the following categories for which the proposed Authorized User is
requesting authorization.
Oral Nal-131 requiring a written directive in quantities less than or equal to 1.22 gigabecquerels (33
millicuries)
Oral Nal-131 in quantities greater than 1.22 gigabecquerels (33 millicuries)

D Parenteral administration of beta-emilter, or photon-emitting radionuclide with a photon energy less than
150 keV requiring a written directive is required

I:] Parenteral administration of any other radionuclide requiring /g written directive
P

Name of Preceptor Signature i 2 Telephone Number Date
| Toe/ 0K 24Ki M) Wk?“&w 55000 | 1e]12

License/Permit Number/Facility Name

, / /0 /o T
NRC FORM 313A (AUT) (05-2012) PAGE 6
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NRC FORM 313A (AUD) U.S. NUCLEAR REGULATORY COMMISSION
(05-2012)
AUTHORIZED USER TRAINING AND EXPERIENCE _
AND PRECEPTOR ATTESTATION Ebies: ity o
(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
Vineet K. Chib, M.D. Hawaii

Requested Authorization(s) (ch;ir 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 i
Preceptor Attestation.

D 2. Current 35.390 Authorized User Seeking Addifional 35.290 Authorization

a. Authorized user on Materials License ~ meeting 10 CFR 35.390 or equivalent Agreement
State requirements seeking authorization for 35.280.

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

copies of this section.)
— o —
o 2 . Location of Experience/License or Clock Dates of
Description 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 S ' License/Permit Number listing supervising individual as an
gau!horized user
Supervisor meets the requirements below, or equivalent Agreement State requirements (check all that apply).
[j 35.290 [] 35.390 + generator experience in 32.290(c)(1)(ii)(G)

NRC FORM 313A (AUD) (05-2012) PAGE 1



(5292 AUTHORIZED USER TRAINING AND EXPERIENCE AND PRECEPTOR ATTESTATION (continued)

Eac FORM 313A (AUD) U.S. NUCLEAR REGULATORY COMMISSION

[] 3. Iraining and Experience for Proposed Authorized User
a. Classroom and Laboratory Training.

Description of Training Location of Training ;{.{::,CLC;I; ‘IE)r :ﬁfﬂ;i

Radiation physics and
instrumentation

Radiation protection

Mathematics pertaining to the use
and measurement of radioactivity

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

Radiation biology

Total Hours of Training:

b. Supervised Work Experience (completion of this table is not required for 35.590).
(If more than one supervising individual is necessary to document supervised work experience,
provide multiple copies of this section.)

Total Hours of

Supervised Work Experience Experi
xperience:
Description of Experience E "~ Location of ExpériencelLicense or [ -é —— ‘Dates of
Must Include: Permit Number of Facility Experience*
Ordering, receiving, and unpacking D Vs
radioactive materials safely and
performing the related radiation [:] No
surveys
Performing quality control o R
procedures on instruments used to [] Yes
determine the activity of dosages
and performing checks for proper [] No
operation of survey meters
PAGE 2
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'NRC FORM 313A (AUD)
{05-2012)

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)

Location of éx'periencelLiicense or
Permit Number of Facility

Description of Expéfience
Must include:

Calculating, measuring, and safely
preparing patient or human research
subject dosages

R

Using administrative controls to
prevent a medical event involving the
use of unsealed byproduct material

Confirm Bilgs.ol
Experience*

[]Yes

[[]No

[ ] Yes

[[]No

Using procedures to contain spilied
byproduct material safely and using
proper decontamination procedures

Administering dosages of radioactive
drugs to patients or human research
subjects :

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

[] Yes
[] No

DYes.
[ ] No

[]Yes
[]No

Supervising individual

[]35.180  []35.290

[7]35.3980

authorized user

Supervisor meets the requirements below, or equivalent Agreement State requirements (check one).
[] 35.390 + generator experience in 35.290(c)(1)(i)(G)

License/Permit Number listing supervising individual as an

c. For 35.5680 oniy, 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) (05-2012)
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NRC FORM 313A (AUD) U.S. NUCLEAR REGULATORY COMMISSION
@203 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  Vineet K. Chib, M.D. has satisfactorily completed the requirements in

10 CFR 35.180(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
Name 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 35.280
Board Cerlification

| attest that  Vineet K. Chib, M.D. has satisfactorily completed the requirements in

Name of Proposed Authorized User

10 CFR 35.280(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 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 Sectlon
Complete the following for preceptor attestation and signature:

| meet the requirements below, or equivalent Agreement State requirements, as an authorized user for:

356.190 35290  []35390  [_] 35.390 + generator experience

P L T
: ,%m/( 454-5200 //////_3

NRC FORM 313A (AUD} (05-2012) PAGE 4
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(05-2012)

NRC: “ORM 313A (AUT) U.S. NUCLEAR REGULATORY COMMISSION

AUTHORIZED USER TRAINING AND EXPERIENCE _
AND PRECEPTOR ATTESTATION ibing o o

(for uses defined under 35.300)
[10 CFR 35.390, 35.392, 35.394, and 35.396]

Name of Proposed Authorized User State or Territory Where Licensed
Vineet K, Chib, M.D. Hawaiii

OR
35.300

35.300

[] 35.300

[] 35.300

Requested Authorization(s) (check all that apply):

D 35.300 Use of unsealed byproduct material for which a written directive is required

Oral administration of sodium iodide I-131 requiring a written direclive in quantities less than or equal to
1.22 gigabecquerels (33 millicuries)

Oral administration of sodium iodide 1-131 requiring a written directive in quantities greater than 1.22
gigabecquerels (33 millicuries)

Parenteral administration of any beta-emitter, or photon-emitting radionuclide with a photon energy less
than 150 keV for which a written directive is required

Parenteral administration of any other radionuclide for which a written directive is required

* Training and Experience, including board certification, must have been obtained within the 7 years preceding the
date of application or the individual must have 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. For 35.390, provide documentation on supervised clinical case experience. The table in section 3.c. may
be used to document this experience.

¢. For 35.396, provide documentation on classroom and laboratory training, supervised work experience,
and supervised clinical case experience. The tables in sections 3.a., 3.b., and 3.c. may be used to
document this experience.

d. Skip to and complete Part Il Preceptor Attestation.
[] 2. current 35.300, 35.400, or 35.600 Authorized User Seeking Additional Authorization

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

a. Authorized User on Materials License under the requirements below or
equivalent Agreement State requirements (check all that apply):

[] 35.390 []35.392 [] 35.394 [7] 35.490 [] 35.690

b. If currently authorized for a subset of clinical uses under 35.300, provide documentation on additional
required supervised case experience. The table in section 3.c. may be used to document this
experience. Also provide completed Part |l Preceptor Attestation.

c. If currently authorized under 35.490 or 35.690 and requesting authorization for 35.396, provide
documentation on classroom and laboratory training, supervised work experience, and supervised clinical
case experience. The tables in sections 3.a., 3.b., and 3.c. may be used to document this experience.
Also provide completed Part || Preceptor Attestation.

NRC FORM 313A (AUT) (05-2012) PAGE 1
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NRC FORM 313A (AUT)
(05-2012)

U.S. NUCLEAR REGULATORY COMMISSION

AUTHORIZED USER TRAINING AND EXPERIENCE AND PRECEPTOR ATTESTATION (continued)

D 3. Training and Experience for Proposed Authorized User

a. Classroom and Laboratory Training [ | 35.390

[] 35.392

[]35.394 [] 35.396

Description of Training

Location of Training

Radiation physics and
instrumentation

Radiation protection

Mathematics pertaining to the
use and measurement of
radioactivity

Dates of
Training®

Clock
Hours

Chemistry of byproduct
material for medical use

Radiation biology

Total Hours of Training:

J

b. Supervised Work Experience

[]35.390 []35.392

[] 35.394 [7] 35.396

If more than one supervising individual is necessary to document supervised training, provide multiple copies

unpacking radioactive materials
safely and performing the
related radiation surveys

of this page.
Supervised Work Experience Total Hours of Experience:
Description of Experience Location of Experience/License or Confirm Dates of
Must Include: Permit Number of Facility Experience*
Ordering, receiving, and S
[]Yes

[JNo

Performing quality control
procedures on instruments
used to determine the activity
of dosages and performing
checks for proper operation of
survey meters

Caiculating, measuring, and
safely preparing patient or
human research subject
dosages

prevent a medical event
involving the use of unsealed
byproduct material

Using administrative OOHUOIS;O S

[]Yes
[]No

| [Oves
[]No

[]Yes
[INo

Using procedures to contain
spilled byproduct material
safely and using proper
decontamination procedures

D Yes

[ ] No
. R

NRC FORM 313A (AUT) (05-2012)




NRG FORM 313A (AUT) U.S. NUCLEAR REGULATORY COMMISSION

(05-2012)
AUTHORIZED USER TRAINING AND EXPERIENCE AND PRECEPTOR ATTESTATION (continued)

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

b. Supervised Work Experience (continued)

Supervising Individual LlcenselPermsl Number listing supervising individual as an
‘authorized user

aPP’J/) i

[[]35.390 With experience administering dosages of

D 35.392 [:] Oral Nal-131 requiring a written directive in quantities less than or equal to 1.22

: gigabecquereis (33 millicuries)

gy : [] oral Nal-131 in quantities greater than 1.22 gigabecquerels (33 millicuries)

RE Parenteral administration of beta-emitter, or photon-emitting radionuclide with a photon
energy less than 150 keV requiring a written directive is required

f [:] Parenteral administration of any other radionuclide requiring a written directive

i Supewssmg Authorized User must have expenence in admlmslenng dosages in the same dosage categofy or calegories as the individual
requesting authorized user status.

¢. Supervised Clinical Case Experience
If more than one supervising individual is necessary to document supervised work experience, provide

muiltiple copies of this page.

R Number of Cases r . ) . y
Description of Experience Involving Personal Location of ExpenencelLlc_e_nse or Permit Daln_as of .
Participation Number of Facility Experience

Oral administration of sodium
iodide 1-131 requiring a written
directlive in quantities less than
or equal to 1.22 gigabecquerels
{33 millicuries)

Oral administration of sodium
iodide 1-131 requiring a written
directive in quantities greater
than 1.22 gigabecquerels (33
millicuries)

FARP—

Parenteral administration of
any beta-emitter, or
photon-emitting radionuclide
with a photon energy less than
150 keV for which a written
directive is required

Parenteral administration of any
other radionuclide for which a
written directive is required

(List radionuclides)
. - o 1 - s b el e it i
PAGE 3
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F‘RG FORM 313A (AUT) U.S. NUCLEAR REGULATORY COMMISSION
(05-2012)
AUTHORIZED USER TRAINING AND EXPERIENCE AND PRECEPTOR ATTESTATION (continued)

3. Training and Experience for Proposed Authorized User (continued)
c. Supervised Clinical Case Experlence (continued)

Superwstng Individual :License/Permit Number listing supervising individual as an
aulhonzed user

apply)**:

[Jas.300 : With experience administering dosages of:

[]35.392 . [[]Oral Nal-131 requiring a written directive in quantities less than or equal to 1.22
: gigabecquerels (33 millicuries)

D Oral Nal-131 in quantities greater than 1.22 gigabecquerels (33 millicuries)

[:l Parenteral administration of beta-emitter, or photon-emitting radionuclide with a photon
energy less than 150 keV requiring a written directive is required

D Parenteral administration of any other radionuclide requiring a written directive

Supervising Authorized User must have experience in administering dosages in the same dosage category or categories as the mdlwdual
requesting authorized user status.

d. Provide completed Part Il Preceptor Attestation.

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.

By checking the boxes below, the preceptor is attesting that the individual has knowledge to fuifill 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 requested authorization:
For 35.390:

Board Cettification

[ ]1 attest that has satisfactorily completed the training and experience
Name o!?"r-ﬁbdééd Authorized User

requirements in 35.380(a)(1).

OR

Training and Experience

]:] | attest that has satisfactorily completed the 700 hours of training

Name of Proposed Authorized User

and experience, including a minimum of 200 hours of classroom and laboratory training, as required by
10 CFR 35.390 (b)(1).

NRC FORM 313A (AUT) (05-2012) PAGE 4



NRG FORM 313A (AUT) U.S. NUCLEAR REGULATORY COMMISSION

(05:2012)
AUTHORIZED USER TRAINING AND EXPERIENCE AND PRECEPTOR ATTESTATION (continued)

Preceptor Attestation (continued)

First Section (continued)

For 35.392 (ldentical Attestation Statement Regardless of Training and Experience Pathway):

| attest that  Vineet K. Chib, M.D. has satisfactorily completed the 80 hours of classroom

Name of Proposed Aulhorized User

and laboratory training, as required by 10 CFR 35.392(c)(1), and the supervised work and clinical case
experience required in 35.392(c)(2).

For 35.394 (ldentical Attestation Statement Regardless of Training and Experience Pathway):

[:] | attest that has satisfactorily completed the 80 hours of classroom

Name of Proposed Authorized User

and laboratory training, as required by 10 CFR 35.394 {c){1), and the supervised work and clinical case
experience required in 35.394(c)(2).

Second Section

| attest that Vineet K. Chib, M.D. has satisfactorily completed the required clinical case

Name of Proposed Authorized User
experience required in 35.390(b)(1)(ii)G listed below:

Oral Nal-131 requiring a written directive in quantities less than or equal to 1.22
gigabecquerels (33 millicuries)

[} oral Nal-131 in quantities greater than 1.22 gigabecquerels (33 millicuries)

[ ] Parenteral administration of beta-emitter, or photon-emitting radionuclide with a photon
energy less than 150 keV requiring a written directive is required

[] Parenteral administration of any other radionuclide requiring a written directive

Third Section
| attest that Vineet K. Chib, M.D. has satisfactorily achieved a level of competency to

Name of Proposed Authorized User
function independently as an authorized user for:

Oral Nal-131 requiring a written directive in quantities less than or equal to 1.22
gigabecquerels (33 millicuries)

D Oral Nal-131 in quantities greater than 1.22 gigabecquerels (33 millicuries)

[ ] Parenteral administration of beta-emitter, or photon-emitting radionuclide with a photon
energy less than 150 keV requiring a written directive is required

[:] Parenteral administration of any other radionuclide requiring a written directive

NRC FORM 313A (AUT) (05-2012) PAGE §



NRC FORM 313A (AUT) U.S. NUCLEAR REGULATORY COMMISSION

(05-2012)
AUTHORIZED USER TRAINING AND EXPERIENCE AND PRECEPTOR ATTESTATION (continued)

Fourth Section
For 35.396:
Current 35.490 or 35.690 authorized user:

[] 1 attest that is an authorized user under 10 CFR 35.490 or 35.690

Name of Proposed Authorized User T
or equivalent Agreement State requirements, has satisfactorily completed the 80 hours of classroom and

laboratory training, as required by 10 CFR 35.396 (d)(1), and the supervised work and clinical case
experience required by 35.396(d)(2), and has achieved a level of competency sufficient to function

independently as an authorized user for:

L__l Parenteral administration of any beta-emitter, or photon-emitting radionuclide with a photon energy less
than 150 keV for which a written directive is required

[_] Parenteral administration of any other radionuclide for which a written directive is required

OR
Board Certification:

has satisfactorily completed the board certification

[] 1 attest that

Name of Proposed Authorized User
requirements of 35.396(c), has satisfactorily completed the 80 hours of classroom and laboratory training
required by 10 CFR 35.396 (d)(1) and the supervised work and clinical case experience required by
35.396(d)(2), and has achieved a level of competency sufficient to function independently as an

authorized user for:

Parenteral administration of any beta-emitter, or photon-emitting radionuclide with a photon energy less
than 150 keV for which a written directive is required

D Parenteral administration of any other radionuclide for which a written directive is required

Fifth Section
Complete the following for preceptor attestation and signature:

| meet the requirements below, or equivalent Agreement State requirements, as an authorized user for:

[] 35.390 35.392 [] 35.394 [ 35.398

| have experience administering dosages in the following categories for which the proposed Authorized User is
requesting authorization.
Oral Nal-131 requiring a written directive in quantities less than or equal to 1.22 gigabecquerels (33
millicuries)
D Oral Nal-131 in quantities greater than 1.22 gigabecquerels (33 millicuries)

[] parenterat administration of beta-emitter, or photon-emitting radionuclide with a photon energy less than
150 keV requiring a written directive is required

E] Parenteral administration of any other radionuclide requiring a written directive
Telephone Number Date

License/Permit Number/Facility Name
License 53-16929-01/Castle Medical Center
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BETWEEN:

Accounts Receivable/Payable
and
Regional Licensing Branches

[ FOR ARPB USE |
INFORMATION FROM WBL

Program Code: 02120
Status Code: Pending Amendment

Fee Category: 7C

Exp. Date: 06/30/2012

Fee Comments: CODE 21
Decom Fin Assur Regqd: N

License Fee Worksheet - License Fee Transmittal

A. REGION

1. APPLICATION ATTACHED

Applicant/Licensee: Castle Medical Center

Received Date:
Docket Number: 3011883
Mail Control Number: 582627

License Number: 53-16929-01

Action Type: Notifications

2. FEE ATTACHED

Amount:
Check No.:
3. COMMENTS
Signed:
Date:
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:




U. S. NUCLEAR REGULATORY COMMISSION

NRC FORM 532
(1-2012)
R REGy,
& T, DATE
£ 3
2%5 12/10/2013
" ok k¥ *
NAME AND ADDRESS OF APPLICANT AND/OR LICENSEE LICENSE NUMBER
. 53-16929-01
Castle Medical Center
ATTN: Ron Frick MAIL CONTROL NUMBER
Radiation Safety Officer 582627
649 Ulukahiki Street LICENSING AND/OR TECHNICAL REVIEWER
Kailua, HI 96734-4498 5
cmurnahan & o

This is to acknowledge the receipt of your:
LETTER and/or [ ] APPLICATION DATED: 12/06/2013

The initial processing, which included an administrative review, has been performed.

AMENDMENT [ ] TERMINATION [ ] NEWLICENSE [ | RENEWAL

There were no administrative omissions identified during our initial review.

|:] 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.

D Your application for a new NRC license did not include your taxpayer identification number.
Please fill out NRC Form 531, located at the following link:

http://www.nrc.gov/reading-rm/doc-collections/forms/nrc531.pdf

Send the completed NRC Form 531, by facsimile, to the following number: (301) 415-5387

A copy of your action has been emailed to our License Fee and Accounts Receivable Branch, in
our Headquarters office in Rockville, MD. You will be contacted separately if there is a fee issue

involved.

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 Blvd.

Arlington, TX 76011-4511

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

NRC FORM 532 . .
(1-2012) diled G YA,

FA7/0 -1 3




Murnahan, Colleen

From: Ronald Frick <rfrick@gammacorp.com>

Sent: Friday, December 06, 2013 9:39 PM

To: Murnahan, Colleen

Subject: Castle Medical Center - Authorized user notification
Attachments: castle_nrc_notif.pdf

Colleen,

| have attached a license notification from Castle Medical Center, Lic #53-16929-01. Flease contact e if you—
need additional information.

Thank you,

Ronald Frick

Gamma Corporation

808-282-0169

ririck@gammacorp.com




