CENTER FOR
DIAGNOSTIC IMAGING

December 11, 2008

U. S. Nuclear Regulatory Commision
Materials Licensing Section

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

Dear Sir or Madam:

The Center for Diagnostic Imaging would like to amend its Byproduct Materials License
Number 13-32194-01, to add the use of sodium iodide-131 as licensed by 10 C.F.R.
35.392 and 35.394 to the authorizations of Michael B. Hostetter, M.D. Dr. Hostetter is
currently listed on our license as an Authorized User and his clinical case experience is
documented on the enclosed form 313A(AUT).

If there are any questions concerning this license amendment, please contact our nuclear
medicine physicist, Mr. Patrick J. Byrne, D.A.B.R., C.H.P. at 877-317-5811.

Sincerely,

Andrea Carpenter, CN.M.T., R.T.(N)
Radiation Safety Officer

RECEIVED DEC 16 2008

www.CDIradiology.com

11900 N. Pennsylvania Street, Suite 100 Carmel, IN 46032 tel 317.846.0717 fax 317.846.0557
10206 Lantern Road Fishers, IN 46038 el 317.598.1133 fax 317.598.1144
1935 Norch Capitol Avenuc Indianapolis, IN 46202 tel 317.926.1067 fax 317.926.1354
1250 North Post Road, Suite A Indianapolis, IN 46219 tel 317.899.7980 fax 317.899.7985
7855 S. Emerson Avenue Indianapolis, IN 46237 tel 317.888.1720 fax 317.888.1740
521 East County Line Road, Suite D Greenwood, IN 46143 tel 317.882.9422 fax 317.882.9423



INRC FORM 313A (AUT) U.S. NUCLEAR REGULATORY COMMISSION
(3-2007)

AUTHORIZED USER TRAINING AND EXPERIENCE .
AND PRECEPTOR ATTESTATION EXPiRES: 10312008
(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
fMichael B. Hostetter, M.D. Indiana

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

35.300 Oral administration of sodium iodide 1-131 requiring a written directive in quantities less than or equal to
35.300 Oral administration of sodium iodide 1-131 requiring a written directive in quantities greater than 1.22
D 35.300 Parenteral administration of any beta-emitter, or photon-emitting radionuclide with a photon energy less

[[]35.300 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

* Training and Experience, including board certification, must have been obtained within the 7 years preceding the date
of application or the individual must have related continuing education and experience since the required training and
experience was completed. Provide dates, duration, and description of continuing education and experience related
to the uses checked above.

1. Board Certification

a. Provide a copy of the board certification.

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

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

. 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

. 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)

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.

S under the requirements below or
equivalent Agreement State requirements (check all that apply):

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

required supervised case experience. The table in section 3.c. may be used to document this
experience. Also provide completed Part || 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.
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NRC FORM 313A (AUT) U.S. NUCLEAR REGULATORY COMMISSION

(3-2007)
AUTHORIZED USER TRAINING AND EXPERIENCE AND PRECEPTOR ATTESTATION (continued)

FD 3. Training and Experience for Proposed Authorized User
a. Classroom and Laboratory Training [_] 35.390 [] 35.392 [] 35.304 [] 35.396

Clock Dates of

Description of Training Location of Training Houirs Training*

Radiation physics and
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 U 35.390 D 35.392 D 35.394 D\ 35.396

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

Supervised Work Experience Total Hours of
Experience:

Description of Experience Location of Experience/License or Confiin Dates of
Must Include: Permit Number of Facility Experience*

Ordering, receiving, and '
unpacking radioactive materials [ yes
safely and performing the N
related radiation surveys D o

Performing quality control
procedures on instruments D ves
used to determine the activity D No
of dosages and performing

checks for proper operation of

survey meters

Calculating, measuring, and D Yes
safely preparing patient or

human research subject D No
dosages

Using administrative controls to D Yes
prevent a medical event

involving the use of unsealed D No
byproduct material

Using procedures to contain D Yes
spilled byproduct material

-safely and using proper D No
)deoontamination procedures

PAGE 2



NRC FORM 313A (AUT) U.S. NUCLEAR REGULATORY COMMISSION
(3-2007)

AUTHORIZED USER TRAINING AND EXPERIENCE AND PRECEPTOR ATTESTATION (continued)

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

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

apply)*™*:

D 35.390 - With experience administering dosages of:

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

D 35.394 gigabecquerels (33 millicuries)

D 35.396 D Oral Nal-131 in quantities greater than 1.22 gigabecquerels (33 millicuries)

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

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

requesting authorized user status.

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

' | Number of Cases |

g . . Location of Experience/License or Permit Dates of
|  Description of Experience | Invgl::igi :aetzzgnal | 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 i
(33 millicuries) |
Oval adimiriiiraion of sodilen Center for Diagnostic Imaging/13-32194-01 N C‘[ < /0 <
iodide 1-131 requiring a written / 5
directive in quantities greater | l , 20
than 1.22 gigabecquerels (33 j ¢
millicuries) l %/3 / ol

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

(3-2007)
AUTHORIZED USER TRAINING AND EXPERIENCE AND PRECEPTOR ATTESTATION (continued)

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

ESuper\rising Individual License/Permit Number listing supervising individual as an
| authorized user

IShane Rose, M.D. Center for Diagnostic Imaging/13-32194-01

iSupervising individual meets the requirements below, or equivalent Agreement State requirements (check all that

| apply)™:

[:I 35.390 With experience administering dosages of:
35.392 Oral Nal-131 requiring a written directive in quantities less than or equal to 1.22
35394 : gigabecquerels (33 millicuries)

[:I 35.396 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

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

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.

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

[] 1 attest that has satisfactorily completed the 700 hours of training
Name of Proposad 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

(3-2007)
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  Michael Hostetter, 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 (ldentical Attestation Statement Regardless of Training and Experience Pathway):

| attest that Michael Hostetter, 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

| attest that  Michael Hostetter, M.D. has satisfactorily completed the required clinical case
Name of Proposed Authorized User

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

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

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

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

Q Parenteral administration of any other radionuclide requiring a written directive

Third Section

| attest that Michael Hostetter, M.D. has satisfactorily achieved a level of competency to
Name of Proposed Authorized User

function independently as an authorized user for:

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

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

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

(3-2007)
AUTHORIZED USER TRAINING AND EXPERIENCE AND PRECEPTOR ATTESTATION (continued)

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

D | 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 wark 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

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

OR
Board Certification:

E] | attest 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:

U 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

[] Parenterat adminstration of any other radionuclide for which a written directive is required

Fifth Section
Complete the following for preceptor attestation and signature:

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

[] 35.3%0 35.392 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)

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 requiging a written directive

'Telephone Number Date

517-39 6-06217| [2-]-08

Name of Preceptor
Shane Rose, M.D.

License/Permit Number/Facility Name
enter for Diagnostic Imaging/13-32194-01 k
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11900 N. Pennsylvania Street, Suite 100
Carmel, IN 46032
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