Centra Health

3300 Rivermont Avenue
May 31, 2007 Lynchburg, VA 24503-2053
(804) 947-4000

U.S. NRC Region 1
475 Allendale Road
King of Prussia, PA 19406-1415

NMSEL

Attn: Ms. Sandy Gabriel

Dear Ms. Gabriel,

Subject: 1) Request for Addition of Authorized Users under NRC %
License # 45-02207-01 ¢
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| would like to request approval for two new physicians to be listed as authorizét®
users on our NRC license (#45-02207-01). The name of the first physician is QB
Timothy B. Hellewell. Dr. Hellewell has a signed preceptor statement and proof
of the required training (see attached) to be listed under 10 CFR Parts 35.100,
32.200, and 35.300 to include the oral administration of sodium iodide 1-131
requiring a written directive in quantities less than or equal to 1.22
gigabecquerels (33 millicuries). Dr. Hellewell is ABR certified in Diagnostic
Radiology.

Dr. Kenneth C. Hite has a signed preceptor statement and proof of the required
training (see attached) to be listed under 10 CFR Parts 35.100, 35.200 and
35.300 to include 35.392, 35.394, and 35.396 for the parenteral administration of
beta-emitter, or photon—emitting radionuclide with a photon energy less than 150
keV requiring a written directive. Dr. Hite is ABR certified in Diagnostic
Radiology.

Also included is a letter from VCU verifying that Dr. Paul R. Jolles is listed as an
authorized user for their NRC License # 45-00048-17.

Drs. Hellewell, and Hite received unanimous approval by the Radiation Safety
Committee.

If you have any questions or need further information please call me at (434)
947-4010. Thank you for your assistance in this matter.

Sincerely,

Brian Hames, M\S.
Radiation Safety Officer

/FosTy
NMSS/RGN1 MATERIALS-002

A Local, Nonprofit Healthcare System Comprised Of Lynchburg General And Virginia Baptist Hospitals



Jan-25~07 10:32am  From=Environmental Health and Safety +18048281157 T-862 P.002/002 F-603

MCV Campus

Environmental Health and
Safety

Sanger Hail

1101 East Marshall Strest

FO, Box 980112

Richmond, Virginia 23288-0112

B804 828-6347

Fax 804 B28-1157

TND: 1 800-828-1120

hp, veu.edu/oens
January 24, 2007 T/ /www.veu.edu/
To Whom it May Concern:

This is to verify that Paul R. Jolles, M.D, was approved by the University’s Radiation Safety Committee (NRC License
#45-00048-17) as an authorized user for radioactive material uses under 10 CFR 35.100, 35.200, and 35.300. The
approval was granted on March 27, 1992.

Should you have any questions or need any additional information, please contact Mary Beth Taormina in our
- Radiation Safety section at (804) 828-7097.

n W. Brogaj Ph.D.
Difector - Office of Environmental Health & Safety
iation Safety Officer

D Jolles Lxﬁ Qou -8a8- 413!
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RADIOLOGY CONSULTANTS
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(I:gz(éolé)oRM 313A (AUT) U.S. NUCLEAR REGULATORY COMMISSION
AUTHORIZED USER TRAINING AND EXPERIENCE .
AND PRECEPTOR ATTESTATION EXPIRES: 103172008 o
(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
Yemvelk C. NH’E/ M/ ViMoiri 4

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

OR

1.22 gigabecquerels (33 millicuries)

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

@4.300 Oral administration of sodium iodide 1-131 requiring a written directive in quantities less than or equal to
Q%s..soo Oral administration of sodium iodide I-131 requiring a written directive in quantities greater than 1.22

gigabecquerels (33 millicuries)
IBQOO Parenteral administration of any beta-emitter, or photon-emitting radionuclide with a photon energy less

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

the uses checked above.
|[E/1 Board Certification

a. 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.

d. Skip to and complete Part Il Preceptor Attestation.

ll:l 2. Current 35.300, 35.400, or 35.600 Authorized User Seeking Additional Authorization

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 to document this
experience. Also provide completed Part Il Preceptor Attestation.

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

Also provide completed Part Hl Preceptor Attestation.

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

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

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.

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

a. Authorized User on Materials License under the requirements below or

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

U.S. NUCLEAR REGULATORY COMMISSION

AUTHORIZED USER TRAINING AND EXPERIENCE AND PRECEPTOR ATTESTATION (continued)

|_] 3. Training and Experience for Proposed Authorized User
a. Classroom and Laboratory Training |:| 35.390 |:| 35.392

[ ]35.304

[ ]35.39

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

Chemistry of byproduct
material for medical use

Radiation biology

Total Hours of Training:

b. Supervised Work Experience [ ]35.390 [ ]35.392

of this page.

[]35.304

[]35.39

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

Location of Experiencel/License or

Description of Experience Permit Number of Facility

Clock
Hours

Dates of
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

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

Total Hours of Supervised Work Experience:

PAGE 2




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)
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:

D 35.392 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)

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

l:] 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 authorized user status.

c. 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 / NTEL
iodide I-131 requiring a written \ U MEDIcAL CE
7 ncuMorvn /A

directive in quantities less than
(33 millicuries) Lict $5-000MF—| 1

rooF —

or equal to 1.22 gigabecquerels Food

Oral administration of sodium Mg
iodide 1-131 requiring a written , o ‘7‘
directive in quantities greater 3 LO

than 1.22 gigabecquerels (33
millicuries)

Parenteral administration of SAME

any beta-emitter, or

photon-emitting radionuclide g
with a photon energy less than

150 keV for which a written
directive is required

>-002~
Q003

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
(10-2006)
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 individuat as an
-authorized user
{)/M, /L J oLLes, Mp ; Lfg_.oo()(é?—-l"

apply)**:

....................................................................................................................

[35.390 ' With experience administering dosages of:

(435302 : [ 4Oral Nal-131 requiring a written directive in quantities less than or equal to 1.22
B/35 394 : gigabecquerels (33 millicuries)
B/35 396 Oral Nal-131 in quantities greater than 1.22 gigabecquerels (33 millicuries)
’ : arenteral administration of beta-emitter, or photon-emitting radionuclide with a photon
; energy less than 150 keV requiring a written directive is required
' B/Pt;renterm administration of any other radionuclide requiring a written directive

- Supemsmg 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 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

[Zl/attest that jcewweTh c. RITE NP has satisfactorily completed the training and experience
Name of Proposed Authorized User

requirements in 35.390(a)(1).

OR

Training and Experience
[ ]1attest 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 trining, 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 (ldentical Attestation Statement Regardless of Training and Experience Pathway):

B{ attestthat  j oswnneTe c. itef i M2 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 Regardiess of Training and Experience Pathway):

has satisfactorily completed the 80 hours of classroom

B/Iattest that jLowwely Co T mP
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

B’(attest that  Loawel C e, n)p

Name of Proposed Authorized User

has satisfactorily completed the required clinical case

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

E}’éal Nal-131 requiring a written directive in quantities less than or equal to 1.22
gigabecquerels (33 millicuries)
[ 4 Oral Nal-131 in quantities greater than 1.2 gigabecquerels (33 millicuries)

B’érenteral 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

| attest that /Lﬂ/pm . “‘L; e MO has satisfactorily achieved a level of competency to

Name of Proposed Authorized User

function independently as an authorized user for:

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

E/OraleaM 31 in quantities greater than 1.22 gigabecquerels (33 millicuries)

arenteral 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

PAGE §




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:
Current 35.490 or 35.690 authorized user:

[ ]1attest 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:

[ ] 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:

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

|| Parenteral 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:

%390 %392 35.394 35.396

have experience administering dosages in the following categories for which the proposed Authorized User is

requesting authorization.
ral Nal-131 requiring a written directive in quantities less than or equal to 1.22 gigabecquerels (33

millicuries)

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

B’P/arenteral administration of beta-emitter, or photon-emitting radionuclide with a photon energy less than
150 keV requiring a written directive is required

BP/arenteral administration of any other radionuclide requiring a written directive

Name of Preceptor Signature f DV( Telephone Number Date
PAve o JocLés, MmO S M

CoY-F2%-1975 f/z:(/o’l
License/Permit Number/Facility Name

$$-000yg—s7 NV MeEDical cewten-
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lﬂﬁc FORM X13A (AUD} U.S. NUGLEAR REGULATORY COMMISSION

(10-2008)
AUTHORIZED USER TRAINING AND EXPERIENCE A
AND PRECEPTOR ATTESTATION Erriae tatns o
(for uses defined under 35.100, 35200, and 35.500)
[10 CFR 35.190, 35.290, and 35.590)

L
Name of Proposed Authorized User State or Terrtory Where Licensed
VEVOETH C TE Vireivif

Requested Authorization(s) {check all that apply)
35.100 Uptake, dilution, and excretion studies
F,136.200 Imaging and loclization studies
K] 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 precading
the date of application or the individual must have cbiained refsted 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 centification
&. Provida a copy of the board certification.
b. i using only 35,500 materials, stap here, I using 35.100 and 35.200 materiak, skip to and complete Part Il

. Preceptor Attestation.
h\"_} 2. Current 35.390 Authorized User Secking Additional 35.290 Authorization
a. Authorized user on Malerials License meeting 10 CFR 35.380 or equivalent Agreement

State requirements seeking authorizstion for 35.290.

b. Supervised Work Experience.
(#f mora than one supervising individual is necessary [0 document supervised wark experience, provide multiple

copies of this section.}
- Location of Experience/License of Clock | Datesof
Description of Experience Permit Number of Facliity Hours Experience®

Eluting generator systems i
appropriate for the preparation of !
radioactive drugs for imaging and !
ilocalization studies, measuring and '
tesling the eluate for radionuclidic ;
purity, and processing the eluate
with reagent kits to prepare labeled
reciionctive drugs

Total Hours of Experience:
Supervising individusl ' " {License/Pemit Number listing supervising individusl ss an |

authmzed user
Supervisor meets the requirements below, or equivalent Agreement State requirements (check &ff that apply).
[]135280 | | 35.390 + generator experience in 32.200(c)(1)(IXG)

| N N i |

NRC FORM 313A (AUD) {10-2008) PRINTED ON RECYCLED PAPER PABE 1




NRC FORM 313A (AUD)

U.S. NUCLLEAR REGULATORY COMMISSION

(92%  AUTHORIZED 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

Clock Dates of

i1

s 'm‘:

Radiation physics 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. Supervised Work Experience (completion of this table is not required for 35.590).
(If more than one supervising.individual is necessary to document supervised wark experience,

provide multiple copies of this section.)

Description of Experience

Location of Experiencel/License or Clock Dates of

Hours Experience*

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

Permit Number of Facility

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 FORM 313A (AUD)

U.S. NUCLEAR REGULATORY COMMISSION

(1209 AUTHORIZED USER TRAINING AND EXPERIENCE AND PRECEPTOR ATTESTATION (continued)

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

b. Supervised Work Experience. (continued)

s ; Location of Experience/l icense or Clock Dates of
BescriptorofExperiency e
!‘m——ﬁeﬁ——msl ience

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:

{authorized user

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

D 35.190 l:] 35.290 D 35.390 |_—_[| 35.390 + generator experience in 35.290(c)(1)(ii)(G)

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

Device Type of Trajning

Location and Dates

Attestation.

d. For 35.500 uses only, stop here. For 35.100 and 35.200 uses, skip to and complete Part II Preceptor

PAGE 3
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NRC FORM J13A (AUD) U.S. NUCLEAR REGULATORY COMMISSION
(102008)  AUTHORIZED USER TRAINING AND EXPERIENCE AND PRECEPTOR ATTESTATION (continued)

PART il —- PRECEPTOR ATTEBTATION

Note: This part must be compieted 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
ofie precaptor s necessary io document experience, obtain a separate preceptor ststement from each. (Not
required 1o meet training requirements in 35.550)

First S8ection
Check one of the following for each use requested:

For35.180

Board Certification
‘q attest that KENNVED: CoT €, M) has satisfactotily completad the requirements in
Name af Proposed Authorized User

10 CFR 35.180{a)(1) and has achieved a level of competency sufficient to function independently as an
authorized uger for the medical uses autharized under 10 CFR 35.100.

OR

Treining and Experience

[ ] 1 attest that has satisfactorily completed the 80 hours of training and
Narne of Proposad Authorized Lasr

axperience, 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 Kenw/ et ¢ WTE,mp has sstisfactorily completed the requirements in
Name of Propesed Authorized Uase

10 CFR 35.290{a)(1) and has achieved & level of competency sufficient 1o function indepandantly as an
authorized user for the medical uses authorized under 10 CFR 35.100 and 35.200.

OR
Training and ience
[]1 attest that has satisfactorily completed the 700 hours of training
Name of Propased Authorized User
and experience, including & 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.

L
Secand Section
Complete the following for preceptor attestation and signature:

@4m/eet the requirements balow, or equivalent Agreement State requirements, as an authorized user for: .

B’ﬁ1 80 [}38.200 Bes/.aeo (] 35.390 + genemtor experience

Name of Preceptar ’ Signature ) Teiapho’ ne Number Date
PAUL L Jo LL(S M D ?L«( LA—&C\,, Y- 257770 ,6,/‘,/0_7
License/Permit Number/Facility Name

4§~0004€—11 \cL Mpplcan ¢ EOTEYL—
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Health System

MCYV Hospitals and Phy51c1ans

PRECEPTOR STATEMENT
August 25, 2006

Ms. Coleen Miller
113 Nationwide Drive
Lynchburg, VA 24502

RE: Kenneth C. Hite, Ml})ﬁo

Dr. Kenneth Hite hag/?atisﬁed the requirements for imaging and localization
studies (10 CFR 35.920) by successful completion

of the Diagnostic Radiology Residency Training Program at

Virginia Commonwealth University’s Medical College of Virginia

Hospitals from July 1, 2002 through June 30, 2006 and by receiving Board
Certification in Diagnostic Radiology by the American Board of Radiology
(anticipated in June, 2006).

During his residency training, Dr. Hite has received the required training in
the following areas:

200 hours of classroom and laboratory training
500 hours of supervised work experience
500 hours of supervised clinical experience

Should you need any further information, please do not hesitate to contact

o l—

Paul R. Jolles, MD
Associate Professor of Radiology
Program Director, Nuclear Medicine

Smcerely,

MCV Campus

Department of

Radiology
Division of Nuclear Medicine

1300 East Marshall Street
PO. Box 980001
Richmond, Virginia 23298-0001

804 828-6828

Fax: 804 628-0275 Scheduling
Fax: 804 828-4181

TDD: 1-800-828-1120

Melvin J. Fratkin, M.D.
Chairman

Paul B. Jolles, MD.
804 828-7975

Karen Kurdziet, M.D.
804 827-4984

Jerry |. Hirsch, Pharm.D.
804 828-8267

Joseph D. Kalen, Ph.D., MSHA
804 828-1443

Sharon R. Gibbs, BS, CNMT

Manager
804 828-4175

An Equal Opportunity/Affimative Action University
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Inrc FORM 313A (AUD) U.S. NUCLEAR REGULATORY COMMISSION
(10-2006)

AUTHORIZED USER TRAINING AND EXPERIENCE _ _
AND PRECEPTOR ATTESTATION EXPIRES: orirzogs o 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
Tinemny B. HELLEwWELL, MD i ewiq

Requested Authorization(s) (check all that apply)
[2/35.100 Uptake, dilution, and excretion studies
35.200 Imaging and localization studies

[:I 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. 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 i
Preceptor Attestation.

I ] 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 wark experience, provide muiltiple
copies of this section.)

Location of ExperiencelLicense or Clock Dates of

Description of Experience 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 Experience:

Supervising Individual §Lioense/Pem\it Number listing supervising individual as an
‘authorized user

[ 135200 [ | 35.390 + generator experience in 32.290(c)(1)(ii)(G)

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



(10-2006)

NRC FORM 313A (AUD)
AUTHORIZED USER TRAINING AND EXPERIENCE AND PRECEPTOR ATTESTATION (continued)

U.S. NUCLEAR REGULATORY COMMISSION

|| 3. Training and Experience for Proposed Authorized User

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

Chemistry of byproduct material
for medical use (not 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 wark experience,
provide mulftiple copies of this section.)

Description of Experience

Location of Experience/License or
Permit Number of Facility

Clock
Hours

Dates of
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 FORM 313A (AUD)
(10209 AUTHORIZED USER TRAINING AND EXPERIENCE AND PRECEPTOR ATTESTATION (continued)

U.S. NUCLEAR REGULATORY COMMISSION

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

b. Supervised Work Experience. (continued)

Description of Experience

Location of Experience/License or Clock Dates of
Permit Number of Facility Hours 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:

‘authorized user

Supervisor meets the requirements below, or equivalent Agreement State requirements (check one).
[ ]35190 [ ]35290 [ |35390 [ | 35.390 + generator experience in 35.290(c)(1)(ii)}(G)

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

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
(10209 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)

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

For 35.190

Board Certification
[El/attest that  {/moihy 6. Hepewe e, mp 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

D | 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
.;I attest that ﬁ,‘ ‘MY R, ) %éMWELL! Mmd 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

[]1 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:

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

[<135.190 B'a{zso (435300 [ ] 35.390 + generator experience

Name of Preceptor v Signatyre Telephone Number Date
Pave Lidocues, MO /‘} wt A (S“’éé’\ $o1-$28-7978 | 5/22/o]

License/Permit Number/Facility Name -

Y- 0o0¥g- 17 VCU MED(caL CewvTiEn—
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!:'IRG FORM J13A (AUT) U.8. NUCLEAR REBULATORY COMMISSION

AUTHORIZED USER TRAINING AND EXPERIENCE
AND PRECEPTOR ATTESTATION APPROVED BY OW3: KO. 3150-0120)

(for uses defined under 35.300)
[10 CFR 35,390, 35.392, 35.384, and 35.396]

Name of Proposed Authorized User State or Territory Where Licensed
TiMonty e HelEewr M0 oV nemug
Requested Authorization{s) (check ail that apply):
135300 Use of unsealed byproduct material for which a written directive is required
OR
135300 Oral administration of sodium iodide <131 requiring a written directive in quantities less then or equal to
1.22 gigabecquerels (33 millicuries)

[7]36.300 Oral administration of sodium iodide 1-131 requiring a written directive i quantities greater than 1.22
gigabecquersis (33 millicuries)

[ 135.300 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 Paremersl administration of any other radionuciide for which a written directive is required

PART 1 — TRAINING AND EXPERIENCE
{Select one of tha three methods below}

Training and Experience, including board certification, must have been obtained within the 7 years preceding the date of
lication or the individual must have related continuing education and experience since the required training and

eﬁécehgca;s emﬂﬁéﬂ Prévide dates, duration, and description of continuing education and experience related o
uses .

|2/ 1. Board Certification
a. Provide a copy of the board certification.

h. For 35.390, provide documentation on supervised dlinical case experience. The table in section 3.c. may
be used to document this experence.

¢. For 35.398, provide docurnentation on classroom and laboratory training, supervised work expearience,
and supervised clinical case experience. The tables in seclionz 3.a, 3.b., and 3.c. may ba usedto
document this sxperience.

d. §Kip to and complete Part H Preceptor Attestation.

I 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 Agreemert State requirements (check g/l thel apply):
i"'] 35.390 [} 35302 [] 35.204 | "} 35.490 [] 35600

b. H 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 thie
experience. Also provide completed Part 1} Precepior Attestation.

¢. If currently authorized under 35.490 or 35.690 and requesting authorization for 35.386, 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 fo document this experience.
Also provide completed Part I Preceptor Attestation.

NRC FORM 2134 (AUT) (32008} PRINTED ON RECYLLED PAFER : PAGE 1



lgﬁc FORM 3$13A (AUT) U.8. NUCLEAR REGLLATORY COMMISSION
AUTHORIZED USER TRAINING AND EXPERIENCE AND PREOEPT OR ATTESTATION {continued)

1] 3. Trsining ang Experience for Proposed Authorized User
a. Ciassroom and Laboratory Training | | 35.360 [ 38382 [ 135.304 [ 135.398

e

Description of Training Location of Training Fock pates ng{ ]

Radiation physics and
instrumentation

Radiation protection

Mathematlcs pertaining to the
use and measurement of
radioactivity

Chemistry of byproduct
material for medical use

Radiation biolagy

Total Hours of Tralning:

b. Supervised Wark Experience { 7735390 L {35302 [ ] 35.204 (] a5.396
If n‘;?om than one supervising individual is necessaty to document supervised training, provide multiple copies
of this page.

L . Location of ExperiencefLicense or Clock Dates of
Description of Experience Permit Number of Facility Hours Experience*

Ordering, receiving, and
unpa%gradioencgtm materiale
salely and performing the

ralated radiation surveys

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

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

Using administretive controls fo
prevent a medical event
involving the use of unsealed
byproduct material

Using protedures to contain
spillad byproduct material
safely and using proper
decontamination procedures

Total Hours of Supervised Work Experience:

POGEZ



F&g@ FORM M3A (AUT) U.S. NUCLEAR REGULATORY COMMISSION
AUTHORIZED USER TRAINING AND EXPERIENCE AND PRECEPTOR ATTESTATION {continued)
3. Yraining and Experience for Proposed Authorized User (continued)
b. Supervised Work Experience (continued)

Supenvising individus! ) ‘License/Permit Number listing supervising individual as an
-authorized user

.......................................................................................................

............................................................................................

] 735450 . With experience administering dosages of:

{ ls53m : [ ] Oral Nal-131 requiring a written directive in quantities less than of equal to 1.22
[ ] a5.394 j gigabecquerels (32 millicuries)
: | [ Orai Nai=131 in quantities greater than 1.22 gigabecquerels (33 mifiicuries)

[ ] Parenteral administration of beta-emitter, or photon-emitting radicnuclide with a photon
energy less than 150 keV requinng a wrilten girective 1s required

. [ 1 Parenteral administration of any other radionuclide requiring & written divective

- WM&MU&&MMWh th dos: the individual
i a Us adminiefing dosages in the same dosage category of calegornios as

¢. Supervised Clinical Case Experience
if more than one supervising individual is necessary to docurment supervised work experiencs, pmwde
muftiple copies of thiz pags.

Number of Cases . ; - "

- . ! Lacation of ExperiencelLicense or Permit Dates of

Description of Experience Invoiving Personal mbet acifity xperience”
Participation Nu of F E

Oral administration of sodium VCU MEDcAL CErTER- doox~

jodide §~131 requiring a written )
dfmaqumasthan Ll' Mchrovd VA Qe0¥

?armmjz;zmabecquewh licgt 45- 0004 §~ (]

Oral administration of sodium ' ; o1
jodide 1-131 requiring a written SAME >o
directive in quantities greater 9\ 2o0 Y
than 1.22 gigabecquerels (33

millicuries)

———— oy

Parenteral agministration of ;
any beta-emitter, or

.photon radionuclide
|with a photon energy less than
150 keV for which a written
directive is required

Parenteral adminstration of any
cther mdionuclide for which a
written dinective is required

{Uist mdianuctidas)
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‘ffkc FORM M3A (AUT) U.S. NUCLEAR REGULATORY COMMISEION
AUTHORIZED USER TRAINING AND EXPERIENCE AND PRECEPTOR ATTESTATION (confinued)

3. Tral i forP Authorized User {continued)
¢. Supetvised Clinical Case Experience (continued)
Supervising Individual ) Liosnse/Permit Number listing supervising individual as an
“suthorized user
fAroe R Joreeg, Mo _4f-000us-11

--------------------------------------------------------------------------------

35 390 . With expenenoe administering dosages of

(435392 } A Oral Nal-131 requiring a writien directive In quantities less than or equal to 1.22
45.994 | gigabecquerels (23 millicuries)

@65 306 g 0 | Nal-131 in quantities greater than 1.22 gigabecquerels (33 milficuries)

' ‘ Lj’é:enteml administration of beta-emitter, or photon-emitting radionuclide with a photon
: less than 150 keV requiring a written directive is required
. [ Parenteral administration of any other radionuglide requiring a written directive

hd Supemwhﬂmﬂd&ﬂMﬂﬂveexpmenmhaﬂﬁmﬂémgdmmhem dosagecalegorymmtegmmasﬁehdlﬂduai .
requesting authorized user status.

d. Provide completed Part 1l Preceptor Attestation.

PART ll - PRECEPTOR ATTESTATION
[Note:  This part must be completed by the individual's precaptor. The preceptor does not have 10 be the supervising

individual as long a8 the preceplor provides, directs, or verifies training and experience required.  more than
one precaptor is necessary to document experience, obtain a separate preceptor statement from each.

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

For 35.390:
Board Certification

]Zﬁﬁestthat T/HoTHy{ B. HEWEWELL M) has satisfactorily completed the training and experience
Name of Propesed Autherized User

requirements in 35.390(a)(1).

Training and E
| |1 attest that has satisfactorily completed the 700 hours of training
B Name of Proposed Authorized User

and experience, including a minimum of 200 hours of classroom and laboratory trining, a8 required by
10 CFR 36.390 ®){1).

FAQE 4




'nnc FORM 3134 (AUT) U.8, NUCLEAR REGULATORY COMMISSION
AUTHORIZED USER TRAINING AND EXPERIENCE AND PRECEPTOR ATTESTATION (continued)

Preceptor Attegtation {(continued)
First Section (continued)
For 36.392 {id 1 Aftestation S ent Rega of Traini nd ience P M
[Q’l/aﬂ:ect that  TimoTht B. fpetewp e, mp  has satisfactorily completed the 80 hours of classroom
Neme of Proposad Autherized Usar }

and Hmratm‘y training. as required by 10 CFR 35.382(6)(1), 4nd the supervised work and clinical case
experience required in 35.392(c){2).

I_—_}lattestthat has satisfactorily completed the 80 hours of clazsroom
Feme of Proposed Authorized User -

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

Second Section
Eﬁttest that 7740y B fuegswsd N has satisfactorily completed the required clinical case

"".’“ of Proposad Ahorized Uses
expernience required in 35.390(b){1 )G listed below:
i _lj{ral Nal-131 requiring @ written directive in quantities less than or equal to 1.22
gigabscquerels (33 millcuries)
[ ] Oral Nal-131 in quantities grester than 1.22 gigabecquerels (33 millicuries)

| | Parenteral adminisiration of beta-emittor, or photon-emitting radionuclide with a photon
energy less than 150 keV requiting a written directive is required

[} Parenteral administration of any other radionuclide requiring a written directive

--------------------.--.----.-----------..“-----------------
Third Secfion

Q’lf/aﬁa‘:’t et Tim. iy [B. freucweie mp a8 satisfactorly achieved a level of competancy fo
Neme of Proposed Authorized User

function mdependently as an authorized user for.

Mal 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 bele-emitter, or photon-emitting radionuctide with a photen
energy iess than 150 keV requiring a written directive is required

ﬂ Parenteral adminietration of any other radionuclide requiring a written directive
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NRGC FORM 313A {(AUT) U.S. NUCLEAR REGULATORY COMMISEION

AUTHORIZED USER TRAINING AND EXPERIENCE AND PRECEPTOR ATTESTATION {continued)
Fourth Section

For 35.396:
Current 36490 or 35.650 authorized user:
U] 1 attest that is an authorized user under 10 CFR 35.490 or 35.690

Nama of Proposed Authorized User
or equivalent Agresment State requirements, has satisfectorily completed the 80 hours of classroom and
laboratory training, as required by 10 CFR 35.396 (d)(1), and the supervised wark and diinical case
expernence required by 35.398(d)(2), and has achieved a level of competency sufficient to function
independently ae an autharized uses 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
[} Parenteral adminstration of any other radionuclide for which a written directive is required
OR
has satisfactorily completed the board certification

T NamsofProposad Aithorized User
requirements of 35.386(c), hias satisfactorily complatad the 80 hours of classroom and iaboratory tréining
reqguired by 10 CFR 35.396 (d)}(1) and the supervised work and clinical case experience required by
35.396(d)(2), and hos achioved 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 regquired
[ ] Parenteral adminstration of any other radinnuclide for which g written directive is required

SR A B R N B E B ENREEREREEBNRERRSESHESRRICE IR N ENES EREERERERERNESSERRNERRERERRERZ:SRHSE}B§N N

[]1attest that

IFifth Section
Complete the following for preceptor attestation and signature:

f_«fﬁeet the requirements below, or equivalent Agreement State requirernents, as an authorized user for:

l'_clfa{aso ®436.392 1 35.394 A135.396

@’mave experience administaring dosages in the following categories for which the proposed Authorized User iz
requesting authorization.
L Oral Nal-131 requiring a written directive in quantities less than or equal to 1.22 gigabecquerels (33
mifliguries)
“Oral Nal=131 in quantities greater than 1.22 gigabecquereis (33 millicuries)

Parentera) administration of beta-emitter, or photon-emitting radionuclide with a photon energy less than
150 kaV requiring a written directive is required

/ Parenteral administration of any other radionuclide requiring a written directive

JName of Praceptor Signatu Telephone Number Date
LAvL L JoLtéG MO | __PM @WM | Ged-§28-79Y” 5/22/o7
fLicense/Permit Number/Facility Name
Y§-000 49-[7 \Vev MNCAL CEMTEN-
PABEE




Health System

MCYV Hospitals and Physicians

PRECEPTOR STATEMENT
August 25, 2006

Ms. Coleen Miller
113 Nationwide Drive
Lynchburg, VA 24502

RE: Timothy B. Hellewell, MD oy 290

Dr. Timothy Hellewell has satisﬁegz;le requirements for imaging and
localization studies (10 CFR 35.920) by successful completion

of the Diagnostic Radiology Residency Training Program at

Virginia Commonwealth University’s Medical College of Virginia
Hospitals from July 1, 2002 through June 30, 2006 and by receiving Board
Certification in Diagnostic Radiology by the American Board of Radiology
(anticipated in June, 2006).

During his residency training, Dr. Hellewell has received the required
training in the following areas:

200 hours of classroom and laboratory training
500 hours of supervised work experience
500 hours of supervised clinical experience

Should you need any further information, please do not hesitate to contact
me,

Sincerely,

()wﬂLOVa/\/‘

Paul R. Jolles, MD
Associate Professor of Radiology
Program Director, Nuclear Medicine

ol

MCV Campus

e r S 1 t

Department of

Radiology
Division of Nuclear Medicine

1300 East Marshall Street
PO. Box 980001
Richmond, Virginia 23238-0001

804 828-6828

Fax: 804 628-0275 Scheduling
Fax: 804 828-4181

T0O: 1-800-828-1120

Melvin J. Fratkin, M.D.
Chairman

Paul R. Jolles, M.D.
804 828-7975

Karen Kurdziel, M.D.
804 827-4984

Jerry 1. Hirsch, Pharm.D.
804 828-8267

Joseph D. Kalen, Ph.D., MSHA
804 828-1443

Sharon R. Gibbs, BS, CNMT
Manager
804 828-4175

2%
A
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An Equal Opportunity/Affirmative Action University



This is to acknowledge the receipt of your letter/application dated

}//31 /‘2467 , and to inform you that the initial processing which
includes an administrative review has been performed.

of ArIEMS. FS =0 LLoT-cf
There'were

no administrative omissions. Your application was assigned to a
technical reviewer. Please note that the technical review may identify additional
omissions or require additional information.

D Please provide to this office within 30 days of your receipt of this card

A copy of your action has been forwarded to our License Fee & Accounts Receivable
Branch, who will contact you separately if there is a fee issue involved.

Your action has been assigned Mail Control Number /ﬁs_%‘“ .
When calling to inquire about this action, please refer to this control number.
You may cali us on (610) 337-5398, or 337-5260.

NRC FORM 532 (RI} Sincerely,
(6-96) Licensing Assistance Team Leader



