Boone Hospital Center

1600 East Broadway
Columbia, Missouri 65201
Phone: 573-815-8000

October 5, 2011

US Nuclear Regulatory Commission
Region 1l

Materials Licensing Section

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

License Number: 24-01565-01

Dear NRC Reviewer,

We would like to add Gregory Biedermann, M.D. as an Authorized User of “unsealed byproduct
material requiring a written directive” (35.300) to our NRC license. Specifically, we are requesting
authorization for administration of 1-131 (35.392 and 35.394) and parenteral administration of any
beta emmitter or photon-emitting radionuclide with a photon energy less than 150keV (35.396).

Dr. Biedermann recently received his American Board of Radiology (ABR) certification and is a
diplomat of the Radiation Oncology specialty. His certificate designates that he is “AU Eligible”.

Enclosed is NRC Form 313A (AUT) for your review. | completed the table in section 3C to
document his supervised clinical experience. The documentation that Dr. Biedermann provided
me included two supervising individuals; therefore, there are two copies of table 3C enclosed.

I recorded information for three clinical cases for each type of authorized use he is requesting.

He provided me with documentation of many administrations of 35.300 material he was personally
involved in; however, | only recorded the minimum of three. | would be more than happy to submit
additional cases if necessary.

Dr. Biedermann’s preceptor (Dr. Mark Bryer) is listed as an Authorized User of any 35.300 or
35.400 material on our NRC license no. 24-01565-01.

Please contact me if you need any additional information to show that Dr. Biedermann meets the
correct training and experience requirements to be authorized to use 35.300 licensed material.

Sincerely, Z
Liesje Myers g

Radiation Safety Officer
Boone Hospital Center

(572D 815- 3729
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NRC FORM 313A (AUT) U.S. NUCLEAR REGULATORY COMMISSION

(3-2009)
AUTHORIZED USER TRAINING AND EXPERIENCE
AND PRECEPTOR ATTESTATION APPROVED BY OMB: NO. 3150-0120
(for uses defined under 35.300) EXPIRES: 3/31/2012
[10 CFR 35.390, 35.392, 35.394, and 35.396]

Name of Proposed Authorized User _State or Territory Where Licensed
Gregory Biedermann, M.D. iMissouri License (as Medical Physician and Surgeon) #2009010338

i

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 1-131 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 that 150 keV for which a written directive is required

D 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.

v 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.

c. 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 35.392 . 35.394 . 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 o document this
experience. Also provide completed Part || 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.

|
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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 (continued)

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

35390 © With experience administering

35392 © - Qral Nal-131 requiring a written dire quantities less than or equal to 1.22
35394 gigabecquerels (33 millicuries

' : Oral Nal-131 in quanti els (33 millicuries)
35.396 .

Parenteral admirfstration of beta-emitter, or photon-emitting 7
energy han 150 keV requiring a written directive is required

enteral administration of any other radionuclide requiring a written dirett

f mg Authorized User must have experience in administering dosages in the same dosage category or categories as the™
uesting authorized user status.

¢. Supervised Clinical Case Experience 1&5‘6 ' 3 C (“ ‘ )

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

o ) ‘ Numper of Cases Location of Experience/license or Permit Dates of
Description of Experience lnvolv;qg_ Pel_'sonal Number of Facility Experience*
Participation
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 ; University of Virginia - 01/10/2008
iodide 1-131 requiring a written 3 Radiation Oncology Program ‘ 01/17/2008
directive in quantities greater . % 01/23/2008
than 1.22 gigabecquerels (33 ‘ Virginia State License # 540-248-1

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

{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 Experience (continued)

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

-authorized user

Patrice Rehm, M.D. :Authorized User on Virginia License # 540-248-1

app/y)**

\/ 35.390 = With experience administering dosages of:

v 35392 v Oral Nal-131 requiring a written directive in quantities less than or equal to 1.22
v 35394 gigabecquerels (33 millicuries) |
35306 v 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

** Superwsmg 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 |l Preceptor Attestation.

PART Il - PRECEPTOR ATTESTATION

This part must be completed by the individual's preceptor. The preceptor does not have to pe 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.

Note:

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 Cerlification

v |attest that  Gregory Biedermann, M.D. has satisfactorily completed the training and experience
Name of Proposed Authorized User

requirements in 35.390(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).
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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 (continued)

[57 rvising Individual ‘License/Permit Number listing supervising individual as an

-authorized user

Supervising individual meéts-the requirements below, or equwalent Agreement St quirements (check all that
apply)™:

35.390 : With experience administering dogages of
: ~~
35.392 Oral Nal-131 requiring a written di in quantities less than or equal to 1.22
35304 gigabecquerels (33 millicui -~
35‘396 : . Oral Nal-131 in ies greater than 1.22 gigabe rels (33 millicuries)

Parenter; ministration of beta-emitter, or photon-emitting Tadignuclide with a photon
ess than 150 keV requiring a written directive is required

Parenteral administration of any other radionuclide requiring a written direc

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

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

¢. Supervised Clinical Case Experience "ré blﬁ- 3 C (# 2)

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)

Parenteral administration of : University of Virginia _

any beta-emitter, or Radiation Oncology Program 05/17/2006
photon-emitting radionuclide 3 ‘ -~ 05/18/2006
with a photon energy less than Virginia State License # 540-248-1 08/16/2006
150 keV for which a written ‘

directive is required

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

{List radionuclides) i |
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NRC FORM 313A (AUT) U.; 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 Experience {(continued)

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

Tyven Rich MD lAuthorized User on Virginia License # 540-248-1

apply)**:

Y 35.300 ' With experience administering dosages of:

v 35.392 v Oral Nal-131 requiring a written directive in quantities less than or equal to 1.22
v 35304  9igabecquerels (33 millicuries)
/ 35396 | ¥ Oral Nal-131in 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

v Parenteral administration of any other radionuclide requiring a written directive

-**  Supervising Authonzed 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 |l 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 clinicai competency.”

First Section
Check one of the following for each requested authorization:
For 35.390:
Board Certification

‘v lattest that  Gregory Biedermann, M.D. has satisfactorily completed the training and experience
Name of Prbpased Authorized User

requirements in 35.390(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).

0
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NRC FORM 313A (AUT) U.S. NUCLEAR REGULATORY COMMISSION
(3-2000)
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):

v lattestthat Gregory Biedermann, M.D. has satisfactorily completed the 80 hours of classroom
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 Regardless of Training and Experience Pathway):

v lattest that Gregory Biedermann, M.D. 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

v/ 1attest that Gregory Biedermann, M.D. has satisfactorily completed the required clinical case
Name of Proposed Authorized User

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

v 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)

v 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 radionuciide requiring a written directive

Third Section

v lattestthat Gregory Biedermann, M.D. has satisfactorily achieved a level of competency to
Name of Proposed Authorized User

function independently as an authorized user for:

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

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

v 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

— —
PAGE 5




INRC 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:

| 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:

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:

vy lattestthat Gregory Biedermann, M.D, has satisfactorily completed the board certification

Name of Proposed Authorized User

requirements of 35.398(c), has satisfactorily completed the 8G 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:

v 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
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Fifth Section
Complete the following for preceptor attestation and signature:

v | meet the requirements below, or equivalent Agreement State requirements, as an authorized user for:
v 35.390 v 35392 v 35.394 v 35.396

¢ 1have 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)

v 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 Signature VTelephone Number ‘Date

Mark Bryer, M.D. MQ N : (573) 442-5525 \0-S -~ \\

License/Permit Number/Facility Name
Authorized User for all 35.300 and 35.400 material on NRC Materials Use Licen¥e # 24-01565-01
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Boone Hospital Center

B8 HealthCare™
1600 East Broadway
Columbia, Missouri 65201

ADDRESS SERVICE REQUESTED

OCTO6 2011

RECEIVED 0CT 1 2 2014 |
US NRC Region I

Muaterials Li censing Section

2443 Warrenville Road . Svite 210
Lisle, Tl L0532 - 4352
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