To:

UNITED STATES
NUCLEAR REGULATORY COMMISSION

REGION 1V

611 RYAN PLAZA DRIVE, SUITE 400
ARLINGTON, TEXAS 76011-4005

March 15, 2007

Dr. Jack Vonk

SUBJECT:  Preceptor Attestation for Training & Experience

I've reviewed the documentation for your Training & Experience which was attested to by
Dr. Jordan Hankins with The Nebraska Medical Center. There is some additional information
required in order to meet the current NRC regulations in 10 CFR Part 35. Please provide the
following information so that we may complete our review.

Authorization for 35.190 and 35.290 Uses

1.

Please provide the equivalent clock hours for the 3 months and 11 months corresponding
to diagnostic therapy under Section 5 "Experience with Radiation" of Form NRH-5A.

Please provide the "Supervised Work Experience" as documented in Section 3.b of NRC
Form 313A (AUD). This also includes the name of the supetrvising individual, the respective
License/Permit Number authorizing the supervising individual and the authorizations of use
for the supervising individual.

Please have the preceptor complete Part Il - Preceptor Attestation as documented on NRC
Form 313A (AUD). Part Il includes the required attestation, which states in part that you
have "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." This particular
sentence was not included on Form NRH-5A that was submitted to our office.

Authorization for 35.392, 35.394 and 35.396 Uses

1.

Please have the preceptor complete Part Il - Preceptor Attestation as documented on NRC
Form 313A (AUT). Part Il includes the required attestation that you have completed the
required case work for each section of the regulation and includes the statement that you
have "achieved a level of competency sufficient to function independently as an authorized
user" for the applicable medical uses requested. This particular sentence was not included
on Form NRH-5A that was submitted to our office.

If you have any questions, please do not hesitate to contact me at (817) 276-6552. You may fax
the completed forms to my attention at (817) 860-8188 or (817) 860-8263.

CC:

Very Respectfully, /

Raeéhel Browder, Health Physicist
Nuclear Materials Licensing Branch

Ms. Lee Ann Tople
Director of Radiology / Radiation Therapy



NRC FORM 313A (AUD) U.S. NUCLEAR REGULATORY COMMISSION
(10-2006)

AUTHORIZED USER TRAINING AND EXPERIENGCE _ _
AND PRECEPTOR ATTESTATION EXPIRES: 1012008 o120

(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

DR. Taek Vonk

eq sted Authorization(s) (check all that apply)

OO Uptake, dilution, and excretion studies
I 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 | 1. Board Certification

a. Provide a copy of the board certification.

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

iD 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 authgrization for 35.290.

b. Supervised Work Experience.
(If more than one supervising indivi

al is necessary to document supervised work experience, provide multiple
copies of this section.)

Description of Experience

ocation of Experience/License or Clock Dates of
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 E%\t\erience:

Supervising Individual §Licens Permit Number listing supervising individual as an
{authoriz&d user

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

|:| 35.290 |:| 35.390 + generator experience in 32.290(c)(1)(ii)

NRC FORM 313A (AUD) (10-2006) PRINTED ON RECYCLED PAPER PAGE 1



NRC FORM 313A (AUD) U.S. NUCLEAR REGULATORY COMMISSION
(102008 A UTHORIZED USER TRAINING AND EXPERIENCE AND PRECEPTOR ATTESTATION (continued)

{_| 3. Training and Experience for Proposed Authorized User

a. Classroom and Laboratory Training.

\Description of Training Location of Training S g’ui‘; Er Ztiﬁisngi

Radiation physitg 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. Bupervised 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.)

Location of Experience/License or Clock Dates of

Description of Experience Permit Number of Facility . Hours Experience®

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

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

PAGE 2



NRC

(10-2008)

FORM 313A (AUD)

U.S. NUCLEAR REGULATORY COMMISSION

AUTHORIZED USER TRAINING AND EXPERIENCE AND PRECEPTOR ATTESTATION (continued)

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

b. Supervised Work Experience. (continued)

Description of Experience

Permit Number of Facility

Location of Experience/License or

Clock
Hours

Dates of
Experience®

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

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

Total Hours of Experience:

Supervising Individual

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

|:| 35.390 + generator experience in 35.290(c)(1)(ii)}(G)

[[]35.190

[ ]35.290

[ ] 35.390

i License/Permit Number listing supervising individual as an

{authorized user

c. For 35.590 only, provide document

ation 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 complte Part Il Preceptor

Attestation.
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NRC FORM 313A (AUD) U.S. NUCLEAR REGULATORY COMMISSION
fe20% AUTHORIZED USER TRAINING AND EXPERIENGE 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)

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

For 35.190
Board Certification

[ ] 1att
Name of Proposed Authorized User

10 CFR 35X(80(a)(1) and has achieved a level of competency sufijcient to function independehtly as an
authorized usey for the medical uses authorized under 10 CFR 35.

OR

has satisfactorily completed the requirements in

Training and Experience
| attest that mr_ Aa(‘,k \/Oi’\k 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
BoardCertification
[ ] attesithat has satisfactoril

Name of Proposed Authorized User

10 CFR 35.2Q0(a)(1) and has achieved a level of competency sufficient
authorized useXxfor the medical uses authorized under 10 CFR 35.100 and

ompleted the requirements in

function independently as an
.200.

OR
Training and Experience

| attest that \ ) R. S CL(',k \/OHK 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:

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

[ 135190 [ ]35290 [ ]35.390 [ ]35.390 + generator experience

Name of Preceptor Signature Telephone Number Date

License/Permit Number/Facility Name
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NRC FORM 313A (AUT) U.S. NUCLEAR REGULATORY COMMISSION
(10-2006)

AUTHORIZED USER TRAINING AND EXPERIENCE , _
AND PRECEPTOR ATTESTATION EXPIRES: T0rsg00s U1

(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

‘DR, Taak Vonk

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

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

D 35.368 Oral administration of sodium iodide 1-131 requiring a written directive in quantities less than or equal to
1.22 gigabecquerels (33 millicuries)

[] 353@64 Oral administration of sodium iodide 1-131 requiring a written directive in quantities greater than 1.22
gigabecquerels (33 millicuries)

D 35.% 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 35. 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 Exper
application or the indi
experience was complet
the uses checked above.

I 1. Board Certification

ce, including board certification, must have been obtained within the 7 years preceding the date of
iqual must have related continuing education and experience since the required training and
. Provide dates, duration, and description of continuing education and experience related to

a. Provide a copy of the board ¢

b. For 35.390, provide documentatiomgn supervised clinical case experience. Thetable in section 3.c. may
be used to document this experience.

c. For 35.396, provide documentation on classyoom and laboratory training, supervised work experience,
and supervised clinical case experience. TheMables 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.
Il | 2. Current 35.300, 35.400, or 35.600 Authorized User Seeki

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

Additional Authorization

under the requirements below or

] 35.390 []35.392 [ ] 35.394 [ ] 35.490

required supervised case experience. The table in section 3.c. may be used to doc
experience. Also provide completed Part [l Preceptor Attestation.

¢. If currently authorized under 35.490 or 35.690 and requesting authorization for 35.396, provi
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 experien
Also provide completed Part || Preceptor Attestation.

NRC FORM 313A (AUT) (10-2006) PRINTED ON RECYCLED PAPER PAGE 1



NRC FORM 313A (AUT) U.S. NUCLEAR REGULATORY COMMISSION
(10-2006)
AUTHORIZED USER TRAINING AND EXPERIENCE AND PRECEPTOR ATTESTATION (continued)

[ ] 3. Training and Experience for Proposed Authorized User  _. )q ‘l'"fC(O‘, Pm V'ldfd
a. Classroom and Laboratory Training |:| 35.390 |:| 35.392 |:| 35'394 [ 135396

Wion of Training Location of Training glo?ﬁ}; 'll?r ?igisngf‘

Radiation physics
instrumentation

Radiation protection

Mathematics pertaining to the
use and measurement of
radioactivity

Chemistry of byproduct
material for medical use
Radiation biology \\
Total Hours of Training: \

b. Supervised Work Experience [[]35.390 [[]35.302 [ ] 35.394 [ ] 35.39
If more than one supervising individual is necessary to cﬁ?ument sypervised training, provide multiple copies

of this page. l reaay v (N‘ é

. . Location of Experience/Licenbé or Clock Dates of
\D@ptlon of Experience Permit Number of Facility Hours Experience*

related radiation surve

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
safely preparing patient or
human research subject
dosages

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

Using procedures to contain

spilled byproduct material

safely and using proper

decontamination procedures \

Total Hours of Supervised Work Experience:
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NRC FORM 313A (AUT) U.S. NUCLEAR REGULATORY COMMISSION

(10-2008)
AUTHORIZED USER TRAINING AND EXPERIENCE AND PRECEPTOR ATTESTATION (continued)

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

b. Supervised Work Experience (continued)

‘License/Permit Number listing supervising individual as an
rauthorized user

Supervising individual meets th uirements below, or equwalent Agreement State requlrements (check all that
apply)*™

D 35.390 With experience administering do

I:l 35.392 |:| Oral Nal-131 requiring a written directi
3 gigabecquerels (33 millicuries)

: |:| Oral Nal-131 in quantities greater than 1.22 gigabetguerels (33 millicuries)

|:| Parenteral administration of beta-emitter, or photon-emitting~adionuclide with a photon
energy less than 150 keV requiring a written directive is require

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

guantities less than or equal to 1.22

** Supervxsmg Authorized User must have experience in administering dosages in the same dosage category or categorie the individual
requesting authorized user status.

c. Supervised Clinical Case Experience — ﬂ \i“f (Jdgo?TOW deC‘
If more than one supervising individual is necessary to document supervised work experience, provide
multiple copies of this page.

Number of Cases . . . .
Desgription of Experience Involving Personal Location of ﬁ){jﬁqegleerngfe}/:l;g;?se or Permit E)(Diﬁ:ncc):fe*
Participation y P

Oral administration of sodium
jodide 1-131 requiring~a written
directive in quantities leds than
or equal to 1.22 gigabecqu
(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 adminstration of any
other radionuclide for which a
written directive is required

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

(10-2008)
AUTHORIZED USER TRAINING AND EXPERIENCE AND PRECEPTOR ATTESTATION (continued)

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

¢. Supervised Clinical Case Experience (continued)

Sup -License/Permit Number listing supervising individual as an

rauthorized user

Supervising individual meets requirements below, or equivalent Agreement State requirements (check all that
apply)**:

I:l 35.390 With experience administering

D 35.392 - D Oral Nal-131 requiring a written directi
D 35394 f gigabecquerels (33 millicuries)

[]35.39 : [ oral Nal-131 in quantities greater than 1.22 gigabecq Is (33 millicuries)

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

quantities less than or equal to 1.22

D Parenteral administration of any other radionuclide requiring a written directi

**  Supervising Authorized User must have experience in administering dosages in the same dosage category or categories as the™
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.

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

For 35.390:

Board Certification

D | attest that has satisfactorily completed the training and experience

Name of Proposed Authorized User

requirements in 35.390(a)(1).

OR

Training and Experience
g i | attest that \ ) R . A &ak \/Qn i< 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

(10-2006)
AUTHORIZED USER TRAINING AND EXPERIENCE AND PRECEPTOR ATTESTATION (continued)

Preceptor Attestation (continued)

First Section (continued)

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

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

Name of Propdsed 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 Regardless of Training and Experience Pathway):

D | 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

D | attest that has satisfactorily completed the required clinical case

Name of Proposed Authorized User

experience required in 35.390(b)(1)(i))G listed below:

D 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 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

BPreEmesEmeme S GD DS DD D @R R W Wk M e m ks R MW N R D @ R b M DR b D KR MM DD D@ m R Rk

Third Section

D | attest that has satisfactorily achieved a level of competency to

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

D Oral Nal-131 requiring a written directive in quantities less than or equal to 1.22 (35. 3 qg}
gigabecquerels (33 millicuries)

D Oral Nal-131 in quantities greater than 1.22 gigabecquerels (33 millicuries) (3 S . 3 qLD

D Parenteral administration of beta-emitter, or photon-emitting radionuclide with a photon (,35 3 q (p)
energy less than 150 keV requiring a written directive is required ‘

or
|:| Parenteral administration of any other radionuclide requiring a written directive 655 . 3 9 b)
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NRC FORM 313A (AUT) U.S. NUCLEAR REGULATORY COMMISSION

(10-2006)
AUTHORIZED USER TRAINING AND EXPERIENCE AND PRECEPTOR ATTESTATION (continued)

Current 35.290 or 35.690 authorized user:

|| I attest that is an authorized user under 10 CFR 35.490 or 35.680

me of Proposed Authorized User

or equivalent AgreemenhState 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 udey for:

D Parenteral administration of any betasemitter, or photon-emitting radionuclide with a photon energy less
than 150 keV for which a written directivés required

D Parenteral adminstration of any other radionucltde for which a written directive is required

OR

Board Certification:

[ ] 1 attest that completed the board certification

Name of Proposed Authorized User

requirements of 35.396(c), has satisfactorily completed the 80 hours of class{oom and laboratory training
required by 10 CFR 35.396 (d)(1) and the supervised work and clinical case eXpgrience required by
35.396(d)(2), and has achieved a level of competency sufficient to function indepengently as an

authorized user for:

D Parenteral administration of any beta-emitter, or photon-emitting radionuclide with a photeg energy less

than 150 keV for which a written directive is required

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

Fifth Section
Complete the following for preceptor attestation and signature:

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

[]35.390 [ ] 35392 [ ] 35.394 [ ]35.396

| 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)

D 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

Signature Telephone Number Date

Name of Preceptor

License/Permit Number/Facility Name
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