QOakwood Southshore
Medical Center

5450 Fort St.

Trenton, Michigan Oa kWOOd

48183-4625

734.671.3800
April 2, 2007

U.S. Nuclear Regulatory Commission
Region 111

Materials Licensing Branch

2443 Warrenville Road

Suite 210

Lisle, Illinois 60532

Re:  Amendment to 21-16656-01
Dear Madam or Sir:

We wish to amend our Material’s License 21-16656-01 as follows:
AUTHORIZED USERS

The following authorized users are no longer with our facility. Please delete the
following users:

Chang Y. Han, M.D.
Dennis Vollman, D.O.

We wish to update the authorized use for the following physician:

Michael D. Arsenault, D.O. Add 35.300, specific to training
required in 35.392 and 35.394

In support of this request we have enclosed a completed NRC 313A (AUT) form
as required.

If you have any questions, please contact our Medical Nuclear Physicist, Thomas
M. Kumpuris, M.S., DABR of Medical Physics Consultants, Inc. 800.321.2207 and
tkumpuris@mpcphysics.com.

Sincerely,

Edith Hughes

Division President

RECEIVED APR 0 9 2007

A member of Oakwood Healthcare System


mailto:tkumpuris@mpcphysics.com

10-2006)

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

AUTHORIZED USER TRAINING AND EXPERIENCE .
AND PRECEPTOR ATTESTATION B Ree o a00s O 100120
(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

Micnaege D. ArRsenaver, D.O. ‘_Mncmeau

Requested Authorization(s) (check all that apply).
D 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
B’QSSOO Oral administration of sodium iodide 1-131 requiring a written directive in quantities greater than 1.22
u 35.300 Parenteral administration of any beta-emitter, or photon-emitting radionuclide with a photon energy less

{:} 35300 Parenteral administration of any other radionuclide for which a written directive is required

1.22 gigabecquerels (33 millicuries)
gigabecquerels (33 millicuries)

than 150 keV for which a written directive is required

[ ] 1

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.

a.

b. For 35.390, provide documentation on supervised clinical case experience. The table in section 3.c. may

. For 35.396, provide documentation on classroom and laboratory training, supervised work experience,

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

. Authorized User on Materials License under the requirements below or

. If currently authorized for a subset of clinical uses under 35.300, provide documentation on additional

. If currently authorized under 35.490 or 35.690 and requesting authorization for 35.396, provide

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

Board Certification

Provide a copy of the board certification.
be used to document this experience.
and supervised clinical case experience. The tables in sections 3.a,, 3.b., and 3.c. may be used to

document this experience.

Skip to and complete Part 1| Preceptor Attestation.

equivalent Agreement State requirements (check all that apply).

[7]35.390 []35.392 [ 135394 [7] 35.490 ] 35690

required supervised case experience. The table in section 3.c. may be used to document this
experience. Also provide completed Part Il Preceptor Attestation.

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) (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
a. Classroom and Laboratory Training D 35.390 B 35.392 835.394 | ]35.39
T - Clock | Datesof |
Description of Training Location of Training Hours Training*
Radiation physics and ‘ ol{o1{so0z
instrumentation Oa Kwook Hos prT o,\ Y9 —
108 [oX[300)
Radiation protection ! VS [06/p00,
T S / 6 o8/os/ 3007,
Mathematics pertaining to the g wheo £t o1 /rsfor
use and measurement of 7

—-otlxrtls &

radioactivity /@,‘h’ Ford //o Sf T ( >7/800
iChemistry of byproduct oskweod trosp Tl -
‘material for medical use (tearq 2 rd o sp T e g 3 e %;210‘[-;[ 0]
iRadiation biology pulweed ’L&"L”"A"’ L = | o la!a*l/;wojf
| Henrq Folon tbospTa \ L2 o 7/,100:,4'

i
1

Total Hours of Training:

(A0

b. Supervised Work Experience

[ ] 35.390 [V 35.392

[v135.394 [[]35.39

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

of this page.

Description of Experience

Location of Experier;ce/License or
Permit Number of Facility

Clock
Hours

Dates of |
Experience* !

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

QARwsob Heseivac
Z1- 0485 1~ 01

%1/03 -
4/o4q

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

i !

| 1

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

{1

n

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

' byproduct material

1M

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

hH

n

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

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

Training and Experience for Pro| Authorized User (continued)
b. Supervised Work Experience (continued)

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

- Reza AeeHAri, M.D. | 21~ 04S15-01 |

|
)Supervusmg individual meets the requirements below, or equivalent Agreement State requirements (check all that

}aPPIY)"
IzZ"35_390 With experience administering dosages of.

7 35392 = [y Oral Nal-131 requiring a written directive in quantities less than or equal to 1.22
) 35304  __ 9'9abecquerels (33 millicuries)

‘J 35396 | E’Oral Nal-131 in quantities greater than 1.22 gigabecquerels (33 millicuries)

: E"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

- Supervusung Authorized User must have experience in administering dosages in the same dosage category or categories 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

muitiple copies of this page.
| Number of Cases . . . . ]
L . ; Location of Experience/License or Permit Dates of
Description of Experience Involvurgg. Pe(sonal Number of Facility Experience*
Participation
Oral administration of sodium OAKwWooh Hoseivar. ! / 03 —
iodide 1-131 requiring a written 7 5
directive in quantities less than "l’ / Y
or equal to 1.22 gigabecquerels 21-045 15~ O] 0
(33 millicuries)
Oral administration of sodium OArWOOD J—-{o seiTaL l /03 ~
iodide 1-131 requiring a written ] 2..
directive in quantities greater
Ithan 1.22 gigabecquerels (33 23-Q4S| S -0 ’7‘/0'7‘
imillicuries)

iParenteral administration of
any beta-emitter, or
photon-emitting radionuclide N / a
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 radionuciides)
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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 (continued)

¢. Supervised Clinical Case Experience (continued)

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

RéZ.A AGGHA@J,M.E. 21 -04g|1S -]

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

[v135.390 | With experience administering dosages of:

[ ]35.392 [o4Oral Nal-131 requiring a written directive in quantities less than or equal to 1.22
‘C 35 394 gigabecquerels (33 millicuries)

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

| 35396 — . ) . . . . .
D 3 * | »Parenteral administration of beta-emitter, or photon-emitting radionuclide with a photon

energy less than 150 keV requiring a written directive is required
; B’ Parenteral administration of any other radionuclide requiring a written directive

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: N / A

Board Certification

D I attest that has satisfactorily completed the training and experience

Name of Proposed Authorized User

requirements in 35.390(a)(1).

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 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

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

Preceptor Attestation {continued)
First Section (continued)

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

V71 attest that Ml CHAEL D. R RSENAU (-T'Lb . Q.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 (ldentical Attestation Statement Regardless of Training and Experience Pathway):

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).

s E GBS EESESESTDDEEETDEESESP DS EE @ TS EEEE BN FEDSE O TS E RN EEw

Second Section

Viattestthat  Micnaer D. ({ . \ ) has satisfactorily completed the required clinical case
Name of Proposed Authorized User

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

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

BOral 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

[LH attest that MICRA&_ B A?.G(/AAULT,b.Q.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)

r_L;]l 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

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

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

For 35.396: N / A
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
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:

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

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

OR

Board Certification:

[ ] attest that has satisfactorily completed the board certification

Name of Praposed 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:

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

F------------------------------------------------------------

Fifth Section
Complete the following for preceptor attestation and signature:

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

"v135.390 [ ]35.392 [ 135394 [ ]35.39

1+~ 1 have experience administering dosages in the following categories for which the proposed Authorized User is
requesting authorization.

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

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

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

@rParenteral administration of any other radionuclide requiring a written directive

Felephone Number %Date

Name of Preceptor Signature )
Reza Aeenari, M.D. | 0205 YWY\ > 1313593 7320 3353009

License/Permit Number/Facility Name I

21- 04815 -0t
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01/30/2807 15:47 7346713614 SOUTHSHORE NUC-MED PAGE @1/01

Dr. Michael D. Arsenauit, MD was involved in the following
I131 Therapies for Cancer Therapy or Hyperthyroid
Trecatment (preceptor was Dr. Reza Abghari, MD):

01/13/2003 1131 12 mCi 11/13/2003 1131 15 mCi
01/14/2003 I 18 mCi 11/13/2003 1131 15 mCi
01/15/2003 11N 12 mCi 11/13/2003 1131 10 mCi
01/20/2003 1131 12 mCi 01/15/2004 1131 18 mCi
01/22/2003 1131 15 mCi 01/16/2004 [131 10 mCi
D1/723/2003 1131 100 mCi 01/19/2004 1131 15 mCi
01/24/2003 I131 30 mCi 01/21/2004 (131 18 mCi
01/31/2003 1131 110 mCi 01/26/2004 1131 18 mCi
01/31/200) 1131 12 mCi 01/26/2004 1131 12 mCi
02/03/2003 7131 14 mCi 02/02/2004 1131 18 mCi
02/03/2003 nai 12 mCi 02/05/2004 1131 12 mCi
02/04/2003 113} 14 mCi 02/06/2004 31 12 mCi
06/03/2003 1131 15 mCi 02/06/2004 131 10 mCi
06/03/2003 1131 18 mCi 02/06/2004 1131 100 mCi
06/05/2003 1131 12 mCi 02/09/2004 1131 18 inCi
06/05/2003 1131 12 mCi 02/13/2004 1131 15 mCi
06/16/2003 1131 15 mCi 02/19/2004 1131 12 mCi
06/16/2003 1131 12 mCi 02/26/2004 i131 12 mCi
06/20/2003 1131 12 mCi 02/27/2004 1131 100 mCi
06/20/2003 1131 12 mCi 03/01/2004 bR 15 mCi
06/27/2003 1131 15 mCi 03/05/2004 1131 12 mCi
09/22/2003 1131 30 mCi 03/05/2004 1131 15 mCi
09/22/2003 1131 12 mCi 03/05/2004 1131 100 mCi
09/25/2003 1131 120 mCi 03/08/2004 1131 15 mCi
09/26/2003 1131 18 mCi 03/18/2004 1131 15 mCi
09/26/2003 1131 12 mCi 03/22/2004 J131 30 mCi
09/30/2003 1131 10 mCi 03/23/2004 1131 12 mGCi
09/30/2003 131 10 wCi 03/26/2004 13 8 mCi
10/01/2003 1131 16 mCi 03/31/2004 1131 15 mCi
10/02/2003 1131 16 mCi 04/02/2004 1131 30 mCi
10/08/2003 1131 11 mCi 04/12/2004 31 100 mCi
10/09/2003 1131 120 mCi 04/12/2004 1131 16 mCi
10/10/2003 1131 10 mCi 04/14/2004 1131 12 mCi
10/13/2003 1131 104 mCi 04/16/2004 1131 15 mCi
10/16/2003 1§ k3] 10 mCi 04/16/2004 1131 15 mCi
10/22/2003 1131 12 mCi 04/16/2004 1131 12 mCi
10/23/2003 [131 15 mCi 04/16/2004 131 10 mCi
10/24/2003 1131 18 mCi 04/26/2004 1131 18 mCi
10/27/2003 1131 10 mCi 04/29/2004 1131 25 mCi
10/27/2003 131 12 mCi

10/28/2003 31 15mCi Signed: Date:
10/31/2003 1131 12 mCi \-2 b - Zoo"
10/31/2003 1131 10 mCi g g 2' i TQ\/f Q I ( ’
11/03/2003 1131 18 mCi

11/03/2003 1131 15 mCi

11/03/2003 1131 100 mCi

11/10/2003 131 100 mCi Dr. Reza Abghari, MD

11/10/2003 1131 100 mCi
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