NVIR

“Trusted Imaging Since 1967"

August 17, 2011

U. S. Nuclear Regulatory Commission
Materials Licensing Section

2443 Warrenville Road, Suite 210
Lisle, IL 60532-4352

Dear Sir or Madam:

Northwest Radiology Network would like to amend its NRC Byproduct Materials
License, Number 13-32258-01 to add Vincent L. Flanders, M.D. and Marc P.
Underhill as Authorized Users of materials licensed under 10 C.F.R. 35.100,
35.200, and 35.392. Enclosed are copies of Drs. Flanders and Underhill’s
American Board of Radiology certificate (AU Eligible) as well as USNRC forms

313A(aud) and 313A(aut).
If there are any questions concerning this license amendment, please contact our

nuclear medicine physicist, Mr. Patrick J. Byrne, DABR, CHP, DABSNM at
877-317-5811.

Sincerely,

i,

Lori Bricker

RECEIVED AUG 2 3 2011
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NRC FORM 313A (AUD) U.S. NUCLEAR REGULATORY COMMISSION
(3-2009)

AUTHORIZED USER TRAINING AND EXPERIENCE :
AND PRECEPTOR ATTESTATION A Ry o NO. 3160-0120
(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
Mare Patrick Underhill, M.D. Indiana

Requested Authorization(s} (check all that apply)
|¥| 35.100 Uptake, dilution, and excretion studies
|¥/| 35.200 Imaging and localization studies

| 135,500 Sealed sources for diagnosis (specify device )

PART 1 -- 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.

v| 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 it
Preceptor Attestation.

[j 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 Expenencelucense or Clock Dates of
Permit Number of Facility Hours | Expenence

S UUNS WU ————— SR ——

Description of Experience

Elutmg generator systems
appropriate for the preparation of
radioactive drugs forimaging 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 hstmg supervising individual as an'
: authorized user

| 35290 || 35.390 + generator experience in 32.290(c)(1)(ii}(G)

l
!
iSupethsor meets the requirements below, or equwalent Agreement State requirements (check all that apply).
|
|
|

NRC FORM 313A (AUD) (3-2009) PRINTED ON RECYCLED PAPER PAGE 1
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NRC FORM 313A (AUD)
{3-2009)

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

a. Classroom and Laboratory Training.

Description of Training Location of Training

Clock
Hours

Dates of
Training®

Radiation physics and
instrumentation

Radiation protection

Mathematics pertaining to the use
and measurement of radioactivity

éChemistry of byproduct material
ifor medical use (not required for ,
135.590) j

%Radiation biology

1

H

H
1 H
1 i
I

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 fo document supervised work experience,

provide multiple copies of this section.)}

gh;ervised Work Experience

§Total Hours of
| Experience:

Description of Experience
Must Include:

Location of Experience/License or
Permit Number of Facility

Confirm

Dates of
Experience*

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

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

 |Yes
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NRC FORM 313A (AUD) LS. NUCLEAR REGULATORY COMMISSION
(2% AUTHORIZED USER TRAINING AND EXPERIENCE AND PRECEPTOR ATTESTATION {continued)

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

b. Supervised Work Experience. {continued)

3 Description of Experience Location of Experience/License or Confirm Dates of
Must Include: Permit Number of Facility Experience*
Calculating, measuring, and safely . Yes | :
preparing patient or human research — |
subject dosages | No ‘
Using administrative controls to I Yes
prevent a medical event involvingthe . ‘
use of unsealed byproduct material | No
Using procedures to contain spilled [ lYes
/byproduct material safely and using o
proper decontamination procedures | ! . No
Administering dosages of radioactive | | Yes .
drugs to patients or human research L |
subjects i No i
Eluting generator systems appropriate ™ Yes
for the preparation of radioactive e
drugs for imaging and localization [ [No |
studies, measuring and testing the
eluate for radionuclidic purity, and ;
processing the eluate with reagent
kits to prepare labeled radioactive
drugs | ; i
' Supervising Individual {License/Permit Number listing super\iiéfng individual as an
j §authorized user
Supervisor meets the requirements below, or equivalent Agreement State requirements (check one).
| 135190 [ 135290 | ]35.390 [ 35.390 + generator experience in 35.290(c)(1)(iiXG) |

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

Device Type of Training

d. For 35.500 uses only, stop here. For 35.100 and 35.200 uses, skip to and complete Part || Preceptor
Attestation.
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NRC FORM 313A (AUD) U.S.NUCLEAR REGULATORY COMMISSION
209 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  Marc Underhill 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

|| 1 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 35.290
Board Certification

V'] | attest that ~ Marc Underhill has satisfactorily completed the requirements in

Name of Proposed 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

| i | 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 preceptor attestation and signature:

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

v/|35.190  [/]35.290 %35.390 L] is 390 + generator experience

Name of Preceptor
Peter Arfken, M.D.

‘Telephone Number \Date

B350 &/y/ 1

i

License/Permit Number/Facmty Name
13-32258-01/Northwest Radiology Network
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(N3§000950RM 313A (AUT) U.S. NUCLEAR REGULATORY COMMISSION
AUTHORIZED USER TRAINING AND EXPERIENCE .
AND PRECEPTOR ATTESTATION ExPIREY: Ao | 1500120
(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

Marc Patrick Underhill, M.D. Indiana

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

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

OR

e

[¥] 35.300 Oral administration of sodium iodide I1-131 requiring a written directive in quantities less than or equal to
1.22 gigabecquerels (33 millicuries)

| 135.300 Oral administration of sodium iodide I-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

] 35.300 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.

l{, 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 o
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 Stale requirements (check all that apply):

] 35.390 | ]35.392 | 135.394 | 135.490 . | 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.

¢. 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 Il Preceptor Attestation.

NRC FORM 313A (AUT) (3-2009) PRINTED ON RECYCLED PAPER PAGE 1



NRC FORM 313A (AUT)
(3-2009)

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

| | 3. ITraining and Experience for Proposed Authorized User
a. Classroom and Laboratory Training "_j 35.390 [ ]35.392

| 35.394

| 35396

Description of Training Location of Training

Clock
Hours

Dates of
Training*

Radiation physics and
instrumentation

ERadiation protection

Mathemalics pertaining to the
use and measurement of
radiocactivity

:Chemistry of byproduct
‘material for medical use

Radiation biology :

Total Hours of Training:

b. Supervised Work Ex;;e;;igace

[ ]35.300 | 35.392

of this page.

135394
If more than one supervising individual is necessary to document supervised training, provide multiple copies

d

'Supervised Work Experience
@ Experience:

Total Hours of

e e e e

Description of Experience | Location of Experience/license or

Permit Number of Facility

Confirm

Dates of
Experience*

Must Include: ‘

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

-

|| Yes

1

i 1 No

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

{Calculating, measuring, and
isafely preparing patient or
thuman research subject
‘dosages

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

,,,,,,,,
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NRC FORM 313A (AUT) U.S. NUCLEAR REGULATORY COMMISSION
(3-2009)
AUTHORIZED USER TRAINING AND EXPERIENCE AND PRECEPTOR ATTESTATION (continued)

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

b. Supervised Work Expenence (contmued)

S,

Supervising Individual - ~License/Permit Number li hstlng superwsung individual as an '
-authorized user

apply)™:

W 35.390 With experience administering dosages of:

i 35.382 : | | Oral Nal-131 requiring a written directive in quantities less than or equal to 1.22

glgabecquere!s (33 millicuries)
| Oral Nal-131 in quantities greater than 1.22 gigabecquerels (33 millicuries)

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

: 1_ F’arenteral administration of any other radionuclide requiring a written directive !
**  Supervising Authonze'd' User musthave expenence m admmlstenng dosages ln the same ﬂééage category or cafegorles as the individual
requesting authorized user status.

135304
7 35.396 :

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

S PR -

Number of Cases
Description of Experience | Involving Personal
Participation

Location of Experience/License or Permit ‘ Dates of
Number of Facility : Experience*

I,

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

. E ———_ [ — P

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
iwhich a written directive is
irequired

(List radionuclides)
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NRC FORM 313A (AUT) U.S. NUCLEAR REGULATORY COMMISSION
(3-2009)

AUTHORIZED USER TRAINING AND EXPERIENCE AND PRECEPTOR ATTESTATION {continued)
3. Training and Experience for Proposed Authorized User (continued)

¢. Supervised Clinical Case Expenence (continued)

| Supervising Individual ) 'License/Permit Number listing supervising individual as an
| rauthorized user

apply)™:

““““““ ral Na requiring a written directive in quantities less than or equal to

LLLLL | Oral Nal-131 itten directi ties less th 1to1.22
L J 35.394 gtgabecquere!s {33 millicuries)
W """""" ' 35.306 : ( W Oral Nal-131 in quantities greater than 1.22 gigabecquerels (33 millicuries)

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

: ? i Parenteral administration of any other radionuclide requiring a written directive
** Supervusmg Authorized User must have experience in administering dosages in the same dosage category or categories as the individual
i requesting authorized user status,

d. Provide completed Part || 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

E: | aftest that has satisfactorily completed the training and experience

Name of Proposed Authorized User

requirements in 35.390(a)(1).

OR

Training and Experience
[M | attest that has satisfactorily compieted the 700 hours of training

Name of Proposed Authonzed User

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

PAGE 4



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

(3-2009)
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 Mare Underhill has satisfactorily completed the 80 hours of classroom

wmr\'lma‘rr*\; o? 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 (ldentical Attestation Statement Regardless of Training and Experience Pathway):

has satisfactorily completed the 80 hours of classroom

] 1 attest that

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

i]w‘ | attest that Marc Underhill
Name of l;rbposed 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)

i] 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

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

Third Section

V| I attest that ~ Marc Underhill 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)

ﬂ 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

77} Parenteral administration of any other radionuclide requiring a written directive
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NRC FORM 313A {(AUT) U.S. NUCLEAR REGULATORY COMMISSION

- AUTHORIZED USER TRAINING AND EXPERIENCE AND PRECEPTOR ATTESTATION (continued)
Fourth Section
For 35.396:
Current 35.490 or 35.690 authorized user:

7] | attest that is an authorized user under 10 CFR 35.490 or 35.690

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 required by 35.396(d)(2), and has achieved a level of competency sufficient to function
independently as an authorized user for:

!r— 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:

|| 1attest that has satisfactorily completed the board certification
. 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:

[”’5 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 adminstration of any other radionuclide for which a written directive is required

Fifth Section
Complete the following for preceptor attestation and signature:

;ﬂ I meet the requirements below, or equivalent Agreement State requirements, as an authorized user for:

v 35.390 ] 35.392 [ ] 35.304 ] 35.396

[j] I have experience administering dosages in the following categories for which the proposed Authorized User is
" requesting authorization.

‘7} 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

Name of Preceptor 'Signg
Peter Arfken, M.D.

License/Permit Number/ngif}ty Name
13-32258-01/Northwest Radiology Network

'Telephone Number - ""'Ebate/

BD385050 F)
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INRC FORM 313A (AUD) U.S. NUCLEAR REGULATORY COMMISSION
(3-2009}

AUTHORIZED USER TRAINING AND EXPERIENCE
AND PRECEPTOR ATTESTATION

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

EXPIRES: 3/31/2012

APPROVED BY OMB: NO. 3150-0120

Name of Proposed Authorized User State or Territory Where Licensed
Vincent L. Flanders, M.D. Indiana

Requested Authorization(s) (check all that apply)

v/| 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.

—
™3
[v]
{s}
I
=
t=%
O
@®
=
o 3
0
o
o
[+]
b=

a. Provide a copy of the board certification.

Preceptor Attestation.

| | 2. Current 35.390 Authorized User Seeking Additional 35.290 Authorization

a. Authorized user on Materials License
State requirements seeking authorization for 35.290.

b. Supervised Work Experience.

copies of this section.}

Permit Number of Facility

Hours

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

meeting 10 CFR 35.390 or equivalent Agreement

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

- . " Location of Experience/License or | Clock | Dates of
Description of Experience : Experience*

)

!

{Eluting generator systems
appropriate for the preparation of ‘
radioactive drugs for imaging and i
localization studies, measuring and
testing the eluate for radionuclidic
purity, and processing the eluate
Iwith reagent Kits to prepare labeled
radioactive drugs

Total Hours of Experience:

Supervising Individual
gauthorized user

i

H
J—

H

i

| 135200 | |35.390 + generator experience in 32.290(c)(1)(iiXG)

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

[ License/Permit Number listing supervising individual as an

NRC FORM 313A (AUD) (3-2008) PRINTED ON RECYCLED PAPER
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NRC FORM 313A (AUD) U.5. NUCLEAR REGULATORY COMMISSION
(#20%)  AUTHORIZED USER TRAINING AND EXPERIENCE AND PRECEPTOR ATTESTATION (continued)

a. Classroom and Laboratory Training.

Clock Dates of

Description of Training E Location of Training Hours 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).
(/f more than one supervising individual is necessary to document supervised work experience,
provide multiple copies of this section.}

'Supervised Work Experience “Total Hours of !

: Experience:

‘ Description of Experience } Location of Experience/License or Confirm Dates of
Must Include: ‘1 Permit Number of Facility Experience*

Ordering, receiving, and unpacking {mi Yes

radioactive materials safely and

performing the related radiation " No

surveys -

Performing quality control - -

procedures on instruments used to | | Yes

determine the activity of dosages e ’

tand performing checks for proper Lt No . 5

{operation of survey meters
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NRC FORM 313A (AUD) U.S. NUCLEAR REGULATORY COMMISSION
209 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 Dates of
Must Include: Permit Number of Facility | Experience*

Calculating, measuring, and safely .. Yes
preparing patient or human research -
subject dosages _No

iUsing adminisirative controls to
iprevent a medical event involving the
use of unsealed byproduct material

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

f— i it e e e e o oo e e 5 e e e | St e o i i

Administering dosages of radioactive |
drugs to patients or human research |
subjects !

[ - R s . s vt s s voeee 4 e e o ke e s s b+ Sap e ot Sttt e s

Eluting generator systems appropriate! P
for the preparation of radioactive : C
drugs for imaging and localization ‘: | ! No
studies, measuring and testingthe =~ 77 ;
eluate for radionuclidic purity, and | j
processing the eluate with reagent |
kits to prepare labeled radicactive
drugs

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

Supervisor meets the requirements below, or equivalent Agreement State requirements (check one).
| 135.190

] 35.290 . 135.390 ] 35.390 + generator experience in 35.290(c)(1)(iiXG)

i

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.
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NRC FORM 313A (AUD) U.S. NUCLEAR REGULATORY COMMISSION
(4299 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
M | attest that  Vincent Flanders 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
| | 1 attest that has satisfactorily completed the 60 hours of training and

" "Name of ngéééa 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
| | attest that ~ Vincent Flanders has satisfactorily completed the requirements in

o Name of Pmpoégd 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

ﬁ | altest 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 fraining, 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:

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

/135190  [/] 35.290 [Z}/e,%.sgo | 35.390 + generator experience

2N e — [

E‘Telephone Number Date

Name of Preceptor iSign 4 S
Peter Arfken, M.D. : I

(B328-50s0 ¥fsfh|

License/Permit Number/Facility Name . V
13-32258-01/Northwest Radiology Network
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gg}% FORM 313A (AUT) U.S. NUCLEAR REGULATORY COMMISSION
%

AUTHORIZED USER TRAINING AND EXPERIENCE .
AND PRECEPTOR ATTESTATION EXPIRES: a0ty o010
(for uses defined under 35.300)
[10 CFR 35.390, 35.392, 35.394, and 35.396]

Name of Proposed Authorized User
Vincent L. Flanders, M,D,

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

EState or Territory Where Licensed
i
| Indiana

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

OR

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

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

| 135300 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

| 135300 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
1o 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 |l 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):

4
H

| ]35.390 | 135392 135394 | ] 35.490 [ 35690

,,,,,,,,,,,,,,,,,,,,

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 Il Preceptor Attestation.

¢. 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.
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NRC FORM 313A (AUT) U.S. NUCLEAR REGULATORY COMMISSION
(3-2009)

AUTHORIZED USER TRAINING AND EXPERIENCE AND PRECEPTOR ATTESTATION (continued)

'LJ 3. Training and Experience for Proposed Authorized User
B | 35.396

a. Classroom and Laboratory Training | | 35.390 . 135.392 | 35.394 L
o o wClock ‘ Dates of

Hours |  Training*

Description of Training Location of Training

Radiation physics and
instrumentation

Radiation protection

{Mathematics pertaining to the
juse and measurement of
jradioactivity

Chemistry of byproduct
material for medical use

Radiation biology

Total Hours of Training:

b. Supervised Work Experience | ]35.390 | ]35.302 |

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

| 35.394 [ 135.396

S

E1Tota| Hours of !
i Experience: ‘ |

e —

i
'

gupervised Worrlr( I::';pen;nce .

Description o{Experience Loéation of Experience/License or Confirm ‘ Dates of
Must Include: Permit Number of Facility } Experience*

Ordering, receiving, and L T Yes
unpacking radioactive L
materials safely and performing

the related radiation surveys

" No

Performing quality control

procedures on instruments

used to determine the activity r*] No
h l_

of dosages and performing

checks for proper operation of

survey meters “

_ !Yes

Calculating, measuring, and | i Yes |
safely preparing patient or |
human research subject 1 No |
dosages | o |
Using administrative controls to . lYes
prevent a medical event § f
involving the use of unsealed | . | No

byproduct material ; .

Using procedures to contain ‘

spilled byproduct material 1 ;
safely and using proper ‘ F‘ No ‘
decontamination procedures | - i
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NRC FORM 313A (AUT) U.S. NUCLEAR REGULATORY COMMISSION
(3-2009)
AUTHORIZED USER TRAINING AND EXPERIENCE AND PRECEPTOR ATTESTATION (continued)

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

»Superwsmg Individual ) ‘License/Permit Number listing supervising individual as;n
-authorized user

Supervising individual meets the requirements below, or equwalent Agreement State requirements (check all that |
apply)™: [

[ ]35.390 : With experience administering dosages of:

| 135392 | [ Oral Nal-131 requiring a written directive in quantities less than or equal to 1.22
7] 35304 : gigabecquerels (33 millicuries)

l—ﬁ! 35396 : |_i Oral Nal-131 in quantities greater than 1.22 gigabecquerels (33 millicuries)
T : 'j Parenteral administration of beta-emitter, or photon-emitting radionuclide with a photon
| energy less than 150 keV requiring a written directive is required

\[ 1 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
requesting authonzed user sta(us

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

Number of Cases
Description of Experience Involving Personal
Participation

Location of Experience/License or Permit Dates of
Number of Facility 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 1-131 requiring a written
directive in quantities greater
than 1.22 gigabecquerels (33
millicuries)

i Parenteral administration of i
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
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NRC FORM 313A (AUT) U.S. NUCLEAR REGULATORY COMMISSION
(3-2009)
AUTHORIZED USER TRAINING AND EXPERIENCE AND PRECEPTOR ATTESTATION (continued)

3. Training and Experience for Proposed Authorized User (continued)
¢. Supervised Clinical Case Expenence (contmued)

Supervising Individual L:censefPermlt Number listing supervising individual as an
‘authorized user

apply)**:

] 35.300 With experience administering dosages of:

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

1 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

f L | Parenteral administration of any other radionuclide requiring a written directive

s

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

d. Provide completed Part Il Preceptor Attestation.

PART ll - 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

[? I attest that has satisfactorily completed the training and experience

Name of Pmpdgéd Authorized User

requirements in 35.390(a)(1).

OR

Training and Experience
m | 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).
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NRC FORM 313A (AUT) U.S. NUCLEAR REGULATORY COMMISSION

(3-2009)
AUTHORIZED USER TRAINING AND EXPERIENCE AND PRECEPTOR ATTESTATION {continued)

Preceptor Attestation (continued)

First Section {continued)

For 35392 (ldentical Attestation Statement Reqgardless of Training and Experience Pathway}:

[V |attestthat Vincent Flanders has satisfactorily completed the 80 hours of classroom

Name of Prbbbsed 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 (ldentical Attestation Statement Regardiess of Training and Experience Pathway):

P —

__Ilattest that has satisfactorily completed the 80 hours of classroom

Name of Proposed Authorized User

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

Second Section

/| lattest that Marc Underhill has satisfactorily completed the required clinical case
" Name of Proposed Authorized User

experience required in 35.380(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)

[,ﬁ 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

Third Section

w ‘{: | attest that  Vincent Flanders has satisfactorily achieved a level of competency to

Name of Proposed Authorized User

function independently as an authorized user for:

gigabecquerels (33 millicuries)

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

energy less than 150 keV requiring a written directive is required

T i - » 0y . . ‘s 0y '] =
[ Parenteral administration of any other radionuclide requiring a written directive

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

(3-2009)
AUTHORIZED USER TRAINING AND EXPERIENCE AND PRECEPTOR ATTESTATION (continued)

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

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

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 wak 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:

r j Parenteral administration of any beta-emitter, or photon-emiiting 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:

" attest that has satisfactorily completed the board certification

" Name of Propoéed Authorized‘-tj‘&‘;éT_

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:

{_—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 adminstration of any other radionuclide for which a written directive is required

Fifth Section
Complete the following for preceptor attestation and signature:

V135,390 | 135.392 [ | 35.304 | | 35.396

Iv | | 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
VVVVV " millicuries)

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

]j] Parenteral administration of beta-emitter, or photon-emitting radionuclide with a photon energy less than
7150 keV requiring a written directive is required

| | Parenteral administration of any other rea/dLo{muclide requiring a written directive

a iTelephone Number Date, ,
_(317)325:5050 | gl

Name of Preceptor
Peter Arfken, M.D.

License/Permit Number/Facility Name T o

13-32258-01/Northwest Radiology Netweork
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ADDRESS SERVICE REQUESTED

.%-ﬁ 10603 N. Meridian Street
NorthwestRadiologyNetwork

Indianapollis, Indiana 46290
“Trusted Imaging Since 1967
SHIP TO:
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