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US Nuclear Regulatory Commission w
Division of Nuclear Materials Safety N
Region |

475 Allendale Road
King of Prussia, PA 19406

Attention: Nuclear Materials Licensing Section

RE: Amendment Request to USNRC Radioactive Materials License

No. 45-25527-01
0303536
Dear Sir or Madam:

Consultants in Cardiology is requesting amending our Radioactive Material
License No. 45-25527-01 in the following manner:

1. Reuvision to current license condition Number 12-Licensed material is only

authorized for use by or under the supervision of-to include the following
individuals:

Authorized User: Joseph L. Austin, M.D.

Material & Use: By-product material listed under 10 CFR 35.200
Training & Experience: His Certification Board of Nuclear Cardiology
Certificate No. 5440 is valid from 2007-2017.

Authorized User: Stephen Gilmer Phillips, M.D.

Material & Use: By-product material listed under 10 CFR 35.200
Training & Experience: His Certificaton Board of Nuclear Cardiology
Certificate No. 4154 is valid from 2005-2015.

We remain available to provide additional and clarifying information and
appreciate your prompt attention to this amendment request. Your contact for
this matter is Jeffrey Todd, MD, RSO. He may be contacted at (540) 982-1978.

1900 Electric Rd
Salem, VA 24153

S: : ::8:77772_'3822 Radiation Safety Officer
' Consultants in Cardiology

127 McClanahan St, Ste 300
Roanoke, VA 24014

PH: 540-982-8204
FX: 540-224-1059
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(10-2007)

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

AUTHORIZED USER TRAINING AND EXPERIENCE _
AND PRECEPTOR ATTESTATION PR Tormizogs 1800120
(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

SoOse oA L Austn MDD pirseiA

Requested Authérization(s) {check all that a;')ply)

FM"’O Uptake, dilution, and excretion studies

[—¥35.200 Imaging and localization studies

ﬂD 35.500 Sealed sources for diagnosis (specify device )

a.
b.

a.

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.

{31 Board certification

Provide a copy of the board certification.

If using only 35.500 materials, stop here. If using 35.100 and 35.200 materials, skip to and complete Part ||
Preceptor Attestation.

HD 2. Current 35.390 Authorized User Seeking Additional 35.290 Authorization

Authorized user on Materials License meeting 10 CFR 35.390 or equivalent Agreement
State requirements seeking authorization for 35.290.

Supervised Work Experience,
(If more than one supervising individual is necessary to document supervised work experience, provide muitiple
copies of this section.)

Location of Experience/License 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

N

Total Hours of Experience:

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

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

{ authorized user

D 35.290 D 35.390 + generator experience in 32.290(c)(1)(ii)(G)

NRC FORM 313A (AUD) (10-2007) PRINTED ON RECYCLED PAPER . PAGE 1



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

(10-2007)

AUTHORIZED USER TRAINING AND EXPERIENCE AND PRECEPTOR ATTESTATION (continued)

[ ] 3. Training and Experience for Proposed Authorized User

a. Classroom and Laboratory Training.

- . . . Clock Dates of
Description of Training Location of Training Hours 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).
(If more than one supervising individual is necessary to document supervised work experience,
provide multiple copies of this section.)
Supervised Work Experience Total Hours of
Experience:
Description of Experience Location of Experience/License or Confirm Dates of
Must Include: Permit Number of Facility Experience*

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

[]Yes.,
[ ] No

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

[]Yes
[ ] No
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NRC FORM 313A (AUD)
(10-2007)

U.S. NUCLEAR REGULATORY COMMISSION

AUTHORIZED USER TRAINING AND EXPERIENCE AND PRECEPTOR ATTESTATION (continued)

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

Description of Experience Location of Experience/License or Confirm Dates of
Must Include: Permit Number of Facility Experience*
Calculating, measuring, and safely D Yes
preparing patient or human research
subject dosages [INo
Using administrative controls to D Yes
prevent a medical event involving the
use of unsealed byproduct material D No
Using procedures to contain spilled D Yes
byproduct material safely and using
proper decontamination procedures D No
Administering dosages of radioactive D Yes
drugs to patients or human research
subjects []No
Eluting generator systems appropriate D Yes
for the preparation of radioactive
drugs for imaging and localization D No
studies, measuring and testing the
eluate for radionuclidic purity, and
processing the eluate with reagent
kits to prepare labeled radioactive
drugs
Supervising individual License/Permit Number listing supervising individual as an
authorized user
Supervisor meets the requirements below, or equivalent Agreement State requirements (check one).
E] 35.190 L__] 35.290 | [:I 35.390 D 35.390 + generator experience in 35.290(c)(1)(i))(G)

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 || Preceptor

Attestation.
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NRC FORM 313A {(AUD) ' U.S. NUCLEAR REGULATORY COMMISSION
(10200 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. {f 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)

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 use requested:

For 35.190

Board Certification

Mest that “30 S¢) h . Ausdi  has satisactorily completed the requirements in

Narhe 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

| ] 1attest 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 Cettification

Wthat 50seph ¢ Aus s has satisfactorily completed the requirements in

Narhe 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:

%et the requirements below, or equivalent Agreement State requirements, as an authorized user for:

[L+35.190 |435200 [ ]35.390 | ] 35.390 + generator experience

i .

Name of Preceptor Signa - . Telephone Number ]Date
Seiey s Tlootd o> | W CisY¥0 98- 19789 OF
License/Permit Number/Facility Name ' \

YS - ISSTa7-01 Concut tants N Cgretiotog y
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cation Board of Nuclear Cardi, Io

T .

lncorporated 1996

Certifies that

Josepl

HAVING MET THE REQUIREMENTS PRESCRIBED BY THIS BOARD
| FOR PHYSICIANS TRAINED IN THE UNITED STATE
AND HAVING SATISFACTORILY PASSED THE REQUIRED EXAMINATION,
IS HEREBY DESIGNATED
A DIPLOMATE CERTIFIED IN THE SUBSPECIALTY OF

. 'NUCLEAR CARDIOLOGY
FOR TH

& PERIOD 2007 - 2017 O%/

BN C r)Skecretary

- - President

CERTIFICATE NUMBER: 5440
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Certificate of Completion
Authorized User Classroom and Laboratory
Training Program

has successfully completed 80 hours of classroom and Iaboratory
training that included:

Radiation physics and instrumentation;

COI' S C 311 Radiation protection;

The Nuclear Imaging Company

Mathematics pertaining to the use and measurement of radioactivity;
www.corscanplus.com

Chemistry of byproduct matsrial for medical use;

Radiation biology; Generator elution for 10CFR35.290(ii)(G)and

Review of regulations regarding the medical use of radioisotopes.

May 29, 2007




NRC FORM 313A (AUD) U.S. NUCLEAR REGULATORY COMMISSION
(10-2007)

AUTHORIZED USER TRAINING AND EXPERIENCE _ _
AND PRECEPTOR ATTESTATION ExpIRes: Torsro0s 0010

(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

stehon Gulmor ThUlips virsine
Requeste’d Authorization(s) (check all that ap;/)ly) ~

5.100 Uptake, dilution, and excretion studies
[«}35.200 Imaging and localization studies
D 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.

47, 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 ||
Preceptor Attestation.

[ ] 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 work experience, provide multiple
copies of this section.)

Location of Experience/License or Clock Dates of

Description of Experience Permit Number of Facility Hours Experience*

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 i License/Permit Number listing supervising individual as an
{authorized user

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

[ ]35.290 [ ] 35.390 + generator experience in 32.290(c)(1)(ii)(G)

NRC FORM 313A (AUD) (10-2007) PRINTED ON RECYCLED PAPER PAGE 1



(10-2007)

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

ID 3. Training and Experience for Proposed Authorized User
a. Classroom and Laboratory Training.

- . ) - Clock Dates of
Description of Training Location of Training Hours Training*
Radiation physics and
instrumentation
Radiation protection
Mathematics pertaining to the use
and measurement of radioactivity
Chemistry of byproduct materiai
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 work experience,
provide multiple copies of this section.)
Supervised Work Experience Total Hours of
Experience:
Description of Experience Location of Experience/License or Confirm Dates of
Must Include: Permit Number of Facility Experience*

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

[ ]Yes
[ ] No

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

[ ]Yes
D No
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NRC FORM 313A (AUD)
(10-2007)

U.S. NUCLEAR REGULATORY COMMISSION

AUTHORIZED USER TRAINING AND EXPERIENCE AND PRECEPTOR ATTESTATION (continued)

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

Description of Experience Location of Experience/License or Confirm Dates of
Must Include: Permit Number of Facility Experience*
Calculating, measuring, and safely |:| Yes
preparing patient or human research
subject dosages [ No
Using administrative controls to D Yes
prevent a medical event involving the
use of unsealed byproduct material [ ]No
Using procedures to contain spilled |:] Yes
byproduct material safely and using
proper decontamination procedures D No
Administering dosages of radioactive |:| Yes
drugs to patients or human research
subjects [ ]No
Eluting generator systems appropriate D Yes
for the preparation of radioactive
drugs for imaging and localization D No
studies, measuring and testing the
eluate for radionuclidic purity, and
processing the eluate with reagent
kits to prepare labeled radioactive
drugs
Supervising Individual | License/Permit Number listing supervising individual as an
{authorized user
Supervisor meets the requirements below, or equivalent Agreement State requirements (check one).
|:| 35.190 |:| 35.290 {__—I 35.390 D 35.390 + generator experience in 35.290(c)(1)(ii)(G)

¢. 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 |l Preceptor

Attestation.
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NRC FORM 313A (AUD) 4 U.S. NUCLEAR REGULATORY COMMISSION
(192007 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)

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 use requested:

For 35.190
Board Certification

[FHittest that s efion (1| mor Phl s has satisfactorily completed the requirements in

" Name of Proposed Authorized User i

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

[ 11 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 35290

Board Certification

[Httest that < 4o g Gfaer Phall,ps  has satisfactorily completed the requirements in
{

Name of Proposed Authorized Usel

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 35.250(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:

[}Hﬁeet the requirements below, or equivalent Agreement State requirements, as an authorized user for:

[ $35.190 [ 435.290 [ ]35.390 [ ]35.39 g nerator experience

Name of Preceptor Slgnam%/(% Telephone Number Date
Jedfre,, g T10oA O SYo A%d- (Gup|b o ©F
License/Permit Number/Facility Name

¢S-3<Sa7-af Conctltarts A Cavolioloa.
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CERTIFIES THAT

- Stephen Qzlmer P/zzllzp,s‘ M.D.

HAVING MET

THE REQUIREMENTS PRESCRIBED BY TI-HS BOARD FOR PHYSICIANS RESIDING

IN THE UNIT%D STATES AND HAVING SATISFACTORILY PASSED THE REQUIRED EXAMINATION,

e
<

’

1007 € % HVN

A1IALY)

5(.\% (W j 1) \l-—lij

IS HEREBY DESIGNATED
A DIPLOMATE CERTIFIED IN THE SUBSPECIALTY OF

NUCLEAR CARDIOLOGY

FOR THE PERIOD 2005 THROUGH 2015

CBRTIFICATE # 4/5'4

-

™

ﬂ ' . SECRETARY

OCTOBER 23, 2005
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This is to acknowledge the receipt of your letter/application dated

€(2l200% , and to inform you that the initial processing which
includes an administrative review has been performed.

Areney. ¥5- 25517 -ct
B/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 ¢z ¢% 6.
When calling to inquire about this action, please refer 1o this control number.
You may call us on (610) 337-5398, or 337-5260.

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



