- a=Virginia
= Cardiology Robert . Cunmion MD, FACC

Professional Corporation

January 17, 2008

Commercial and R&D Branch
Division of Nuclear Materials Safety
Region I

475 Allendale Road

King of Prussia, Pennsylvania 19406

RE:  Virginia Cardiology, P.C.
3020 Hamaker Court |
Suite 500 g0t
Fairfax, VA 22031 079
License # 45-23046-01

T NOIS3Y
Q3AI303Y

1€:6 W h- 634 8L

To Whom It May Concern:
Please amend the above referenced license to add Robert E. Cunnion, M.D. as an
authorized user to the above referenced license. Documentation in support of this

physician’s credentials is enclosed.

Any questions regarding this request may be directed to me at (703) 641-0500.

Sincerely,

Neil C. Smarte, CN.M.T.
Radiation Safety Officer.

/4736

1 e/nCNT MATERIALS-002
3020 Hamaker Court, Suite 500 Fairfax, Virginia 22031 (703) 289-1207 (703) 289-1224 Fax



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

AUTHORIZED USER TRAINING AND EXPERIENCE o, a1,
AND PRECEPTOR ATTESTATION EXPIRES: 10312008

(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
Robert E. Cunnion, M.D. | Virginia

[ IR

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

|:| 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.

iD 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 ||
Preceptor Attestation.

B 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.)

Description of Experience Location of Exibéﬁence/License or Clock Date;c;frrw ]
| P P Permit Number of Facility Hours Experience*
’, . — S —————— P — S S ——
j Eluting generator systems
jappropriate for the preparation of
‘ radioactive drugs for imaging and
glocalization studies, measuring and
'testing the eluate for radionuclidic
‘purity, and processing the eluate
|with reagent kits to prepare labeled
rradioactive drugs

Total Hours of Experience:
‘Supervising Individual  License/Permit Number listing supervising individual as an
‘authorized user
3Supervisor meets the requirements below, or equivalent Agreement State requirements (check all that apply).
35290  []35.390 + generator experience in 32.290(c)(1)(ii)(G)

NRC FORM 313A (AUD) (3-2007) PRINTED ON RECYCLED PAPER PAGE 1



NRC FORM 313A (AUD)
(3-2007)

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.

» - . _— Clock | Dates of
Description of Training Location of Training Hours Training®
Health and Radiological Seminars, Inc., February-
" . 550 Highland Street, Suite 303 100 May, 2007
Radiation physics and Frederick, MD 21701
instrumentation
Health and Radiological Seminars, Inc., February-
550 Highland Street, Suite 303 30 May, 2007
Radiation protection Frederick, MD 21701
Health and Radiolcgical Seminars, Inc., ‘February-
. . 550 Highland Street, Suite 303 20 May, 2007
Mathematics pertaining tp the' use Freder?ck, MD 21701 ey
and measurement of radioactivity
| Health and Radiological Seminars, Inc., February-
IChemistry of byproduct material 550 Highland Street, Suite 303 30 May, 2007
-for medical use (not required for Frederick, MD 21701
35.590)
Health and Radiological Seminars, Inc., February-
3 550 Highland Street, Suite 303 20 May, 2007
'Radiation biology Frederick, MD 21701
Total Hours of Training: 200 hours
o . _ -
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 Experiencew - ) W-ro}a| Hours of o
Experience: 500 hours
Description of Experience Location of Experience/License or Confirm Dates of
Must Include: Permit Number of Facility Experience*
Ordering, receiving, and unpacking Cardiac piagnostic Serv?ces of Virginia August 2007-
radioactive materials safely and gg?:aﬁrl\l;ft%r;gg\;d., Suite 320 ves January 2008
performing the related radiation NRCH# 45-24867-01 D No
surveys
Performing quality control Cardiac Diagnostic Services of Virginia August 2007-
procedures on instruments used to | 8505 Arlington Blvd., Suite 320 Yes |January 2008
idetermine the activity of dosages Fairfax, VA 22031
iand performing checks for proper NRC# 45-24867-01 D No
|operation of survey meters |
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NRC FORM 313A (AUD) U.S. NUCLEAR REGULATORY COMMISSION
@290 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: i Permit Number of Facility Experience*
. . Cardiac Diagnostic Services of Virginia August 2007-
Calculating, measuring, and safely — ggos rlington Bivd., Suite 320 YeS  january 2008
preparing patient or human research \Fairfax, VA 22031 ‘
subject dosages 'NRC# 45-24867-01 [INo
| Using administrative controls to Cardiac Diagnostic Services of Virginia 7] Yes August 2007-
prevent a medical event involving the 8505 Arlington Bivd., Suite 320 January 2008
use of unsealed byproduct material ~ Fairfax, VA 22031 [INo
, ; . __NRC#45-24867-01 _ | S F
e ; : ;Cardiac Diagnostic Services of Virginia ¢ August 2007-
‘Using procedures to contain spilled | , . Yes
byproduct material safely and using éﬁg?:aﬁrl\';‘Agtzggé\;d" Suite 320 January 2008
proper decontamination procedures ey 452486700 D N‘{ -
. ; ; ; iCardiac Diagnostic Services of Virginia Wi August 2007-
Administering dosages of radioactive Cardiac Diag ! /] Yes
drugs to patients or human research 58595 Arlington Bivd., Suite 320 January 2008
| subjects IFairfax, VA 22031 D No
SRees . NRoeasaageror KT
'Eluting generator systems appropriate | D Yes
\for the preparation of radioactive ‘
‘drugs for imaging and localization /] No
studies, measuring and testing the :
‘eluate for radionuclidic purity, and
 processing the eluate with reagent
kits to prepare labeled radioactive
‘drugs
|
Supervising Individual iLicense/Permit Number listing supervising individual as an
‘ ‘authorized user
'Christine D. Bussey, M.D. §NRC # 45-24867-01
‘Supervisor meets the requirements below, or equivalent Agreement State requirements (check one).
[]35.190 35290  []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.

Location and Dates W

Device Type of Training

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
(20 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 net 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 followina for each use reauested:

For 35.190

Board Certification

Ej | attest that has satisfactorily completed the requirements in
" Name of Préﬁééed 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

B | 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

D | attest that has satisfactorily completed the requirements in
) Nénﬁérbrfﬂi’roposed 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

| attest that  Robert E. Cunnion, M.D. has satisfactorily completed the 700 hours of training

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:

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

35.190 35290  []35.390  [[]35.390 + generator experience

Name of Preceptor iSigVnéitare
Christine D. Bussey, M.D. | C

|

© Telephone Number | Date
(703) 641-0500 \ (o

License/Permit Number/Facility Name
INRC # 45-24867-01 Cardiac Diagnostic Services of Virginia
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NRC FORM 313A (AUD) U.S. NUCLEAR REGULATORY COMMISSION
(3-2007)

AUTHORIZED USER TRAINING AND EXPERIENCE , _
AND PRECEPTOR ATTESTATION EXPIRES: 103172008 | o010

(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
Robert E. Cunnion, M.D. } Virginia

Requested Authorization(s) (check all that apply)

[ ] 35.100 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.

!D 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 Il
Preceptor Attestation.

HD 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 35.280.

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 jLicense/Permit Number listing supervising individual as an
;authorized user

D 35.290 D 35.390 + generator experience in 32.290(c)(1)(ii}(G)
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(3-2007)

NRC FORM 313A (AUD) 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.

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).

provide multiple copies of this section.)

(If more than one supervising individual is necessary to document supervised work experience,

Supervised Work Experience Total Hours of
Experience:

Description of Experience Location of Experience/License or
Must include: Permit Number of Facility

Confirm

Dates of
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

D Yes
No
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NRC FORM 313A (AUD) U.S. NUCLEAR REGULATORY COMMISSION
#2070 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 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 No
Administering dosages of radioactive []Yes
drugs to patients or human research
subjects No
Eluting generator systems appropriate [Radiology Services of Northern Virginia Yes November 6,
for the preparation of radioactive 13870 Park Center Road, 2007
drugs for imaging and localization ~ |Herndon, VA 20171 [JNo
studies, measuring and testing the NRC# 45-31125-02 MD
eluate for radionuclidic purity, and
processing the eluate with reagent
kits to prepare labeled radioactive
drugs
Supervising Individual i License/Permit Number listing supervising individual as an
tauthorized user
Alien Jones, PharmD., RSO §NRC# 45-31125-02 MD
Supervisor meets the requirements below, or equivalent Agreement State requirements (check one).
[ 3519 35290 [[] 35390  [[] 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 Il Preceptor
Attestation.
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NRC FORM 313A (AUD) U.S. NUCLEAR REGULATORY COMMISSION
(200 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
individua! 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 Certtification
E | attest that 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 satisfactority 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

D | attest that 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

D | 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:

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

35.190 35.290 D 35.390 D 35.390 + generator experience

Telephone Number Date

(703) 796-1188

Name of Preceptor Signature™ IQW\/ )
Allen Jones, PharmD.,RSO /y /4( 0
//x/ v
License/Permit Number/Facility Name % f
INRC# 45-31125-02 MD  Radiology Services of NortherpVifginia

J

/ 3//0357
7] 7
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PAGE 1__OF _ 3 PAGES
Amendment No. 15

U.S. NUCLEAR REGULATORY COMMISSION

MATERIALS LICENSE

Pursuant to the Atomic Energy Act of 1954, as amended, the Energy Reorganization Act of 1974 (Public Law 93-438), and Title 10, Code
of Federal Regulations, Chapter [, Parts 30, 31, 32, 33, 34, 35, 36, 39, 40, and 70, and in reliance on statements and representations
heretofore made by the licensee, a license is hereby issued authorizing the licensee to receive, acquire, possess, and transfer byproduct,
source, and special nuclear material designated below; to use such material for the purpose(s) and at the place(s) designated below; to
deliver or transfer such material to persons authorized to receive it in accordance with the regulations of the applicable Part(s). This license
shall be deemed to contain the conditions specified in Section 183 of the Atomic Energy Act of 1954, as amended, and is subject to all
applicable rules, regulations, and orders of the Nuclear Regulatory Commission now or hereafter in effect and to any conditions specified
below.

Licensee In accordance with the letter dated
March 5, 2007,
1. Cardiac Diagnostic Services of Virginia, Inc. 3. License number 45-24867-01 is amended in

its entirety to read as follows:

2. 8505 Arlington Boulevard : 4. Expiration date July 31, 2012

Suite 320 A 5. Docket No. 030-29501
Fairfax, Virginia 22031 e Reference No. i
6. Byproduct, source, and/or spec:al 7 Chemlcal and/or physucal form“ 8. 'Qimaximum amount that licensee may
nuclear material e ! = -possess at any one time under this
- z license
A. Any byproduct material A. ‘As needed

permitted by 10 CFR 35,100

BAs needed

T
S

B. Any byproduct material " -
permitted by 10 CFR 35.2Q0

C. Any byproduct material - C. Sealed Sources™ . C. Nosingle source to exceed the
permitted by 10 CFR 35.500 - (North American Saentn‘" ic, Inc. maximum activity specified in
Model MED 3601; DuPont the certificate of registration
Merck Model NES-8412) issued by the U.S. Nuclear

Regulatory Commission or an
Agreement State

Authorized use:

Any uptake, dilution and excretion study permitted by 10 CFR 35.100.

Any imaging and localization study permitted by 10 CFR 35.200.

Diagnostic medical use of sealed sources permitted by 10 CFR 35.500 in compatible devices registered
pursuant to 10 CFR 30.32(g).

Owp o

CONDITIONS

10. Licensed material may be used or stored only at the licensee’s facilities located at 8505 Arlington
Boulevard, Suite 320, Fairfax, Virginia.

11. The Radiation Safety Officer for this license is Neil C. Smarte, CNMT.




NRC FORM 374A U.S. NUCLEAR REGULATORY COMMISSION PAGE

2 of 3 PAGES

License Number

45-24867-01
MATERIALS LICENSE Docket or Reference Number
SUPPLEMENTARY SHEET 030-28501

Amendment No. 15

12. Licensed material is only authorized for use by, or under the supervision of:

B. The following individuals are authorized users for medical use as indicated:

e, Pl

Authorized Users o AN Material and Use
Christine D. Bussey, M.." 35.100: 35, 200; 35,500
Albert H. Kim, M.D;: 35.100; 35. 200

Todd Matros, M.D. | 35.100; 35. ggg
Robert G. Matthews M. D - 36.100; 35.200; 35. 500

q"" 35 100 35 200

Pradeep K. Nayak M.D.™ 3 o
Eric H. Norby, M D.
Todd Pulervvltz M. Da o

13.

10 CFR Part 71, "Packaging and Transportation of Radioactive Material.”

14. The licensee is authorized to transport licensed I:natenal in accordance wrth the provisions of

A. Individuals permitted to work as an authorized user in accordance with 10 CFR 35.13 and 35.14.




NRC FORM 374A U.S. NUCLEAR REGULATORY COMMISSION PAGE 3 of 3 PAGES
License Number

45-24867-01
MATERIALS LICENSE Docket or Reference Number
SUPPLEMENTARY SHEET 030-29501

Amendment No. 15

15. Except as specifically provided otherwise in this license, the licensee shall conduct its program in
accordance with the statements, representations, and procedures contained in the documents, including
any enclosures, listed below. This license condition applies only to those procedures that are required to
be submitted in accordance with the regulations. Additionally, this license condition does not limit the
licensee’s ability to make changes to the radiation protection program as provided for in 10 CFR 35.26.
The U.S. Nuclear Regulatory Commission's regulations shall govern unless the statements,
representations, and procedures in the hcensee S appllcatlon and correspondence are more restrictive
than the regulations. v

b
o

A. Application dated February 19 2002 (ML020520366)
B. Letter dated August 29,-2003 (ML032450252)

For the U.S. Nuclear Regulatory Commission

Date March 22, 2007 By M&u W—;A

Michelle Beardsie
Commercial and R&D Branch
Division of Nuclear Materials Safety
Region |
King of Prussia, Pennsylvania 19406
Thursday, March 22, 2007 8:43:02 AM
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. PAGE
NRC FORM 37 U.S. NUCLEAR REGULATORY COMMISSION '

MATERIALS LICENSE

Pursuant to the Atomic Energy Act of 1954, as amended, the Energy Reorganization Act of 1974 (Puklic Law 93-438), and Title 10, Code
of Federal Regulations, Chapter |, Parts 30, 31, 32, 33, 34, 35, 36, 38, 40, and 70, and in reliance¢n statements and representations
heretofore made by the licensee, a liconse is hereby issued authorizing the licensee to receive, acquire, possess, and transfer byproduct,
source, and special nuclear material designated bélow; to use such material for the purpose(s) and at the place(s) designated below; to
deliver or transfer such material to persons authorized to receive it in accordance with the regulations of the applicable Part(s). This license
shall be deemed to contain the ¢onditions specified in Saction 183 of the Atarnic Energy Act of 1954, as amended, and is subject to all
applicable rules, reguigtions, and orders of the Nuclear Regulatory Commission now or hereafter in effect and to any conditions spacified
below.

Licensoa
1. Radiology Services of Northern Virginia 3. License number 45-31125-02MD
2. 13870 Park Center Drive, Buildir&#ﬁf‘%&y #22 4 Expiratioga e*&ly 31, 2016
Herndon, Virginia 20171-321 . 5. Docket No., 0 WOB,
Reference No. ..9
“ A,
LEg S : ol
8. Byproduct, source, andior si&oial RAN 8. ximum amount that licenses may
nuciear material ,:&- %sess at any one time under this
n3e

A go millicuries per
gdionuclide and 1 curie total
.

e
A. Any byproduct materizd pith
atomic numbers 1-83 except

molybdenum 99, techn%m oy
99m, yttrium 90, iodine %_lk_and s

xenon 133 ”‘!':,a s )
B. Yttrium 90 #e B V' e . 200 millicuries
C. Molybdenum 99 d? C. @Qy y *\& C. 200 curies
L. . ;

D. Technetium 99m D. A%\y ﬁ%‘ e *'ﬁ % D. 200 curies

E. lodine 131 E. Any E. 2 guries

F. Xenon 133 F. Any F. 2 curies

G. Any byproduct material in a G. Sealed sources G. 500 millicuries
brachytherapy source as listed (See condition 21)
in 10 CFR 35.400 _

H. Any byproduct material in a H. Sealed Sources H. 1.5 curies per source and 5.5
sealed source for diagnosis (See condition 21) curies total
listed in 10 CFR 35,500

I. Any byproduct material listed in  |. Prepackaged units for in vitro I. 50 miliicuries
10 CFR 31.11(a) diagnostic tests <

J.  Any byproduct material J. Sealed Sources J. 300 millicuries

identified in 10 CFR 35.65(a) (See condition 21)

e e ——— — — N rm—
—e—— S — — e —
e ——— — pe— — ———— ———

“i
M
|
f
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K. Depleted Uranium

NRC FORM 374A U.S. NUCLEAR REGULATORY COMMISSION' PAGE 2 of 5 PAGES
License Number
45-31125-02MD
MATERIALS LICENSE Docket or Reference Number
SUPPLEMENTARY SHEET 03037208
6. Byproduct, source, and/or special 7. Chemical and/or physical form 8. Maximum amount that licensea may

nuclear material possess at'any one time under this

llcense

K. Metal K. 1000 kilograms

9.

A. Through F. Preparation and distribytid

G. and H.

Authorized use:
- R REQ,,

radicactive druggi;n ing,compounding of 1131 and

unused molybdenum 99/techﬂ&§;| 99m generators to authorized
recipients in accor; with 10 CFR 32.72. Preparation istribution of radioactive drugs
and radiochemicalstincluding compounding of 1-131 and redri‘%.ition of used and unused

molybdenum 9g#Bchnetium 99m generators to authorized reci jis for non-medical use.
i, T

redistribution of use

Redistributiogdgr medic@:use I istributegby-a manufacturer licensed
pursuant to FR 32.7%Reg Afor ndeeiigilical use of Sdaled sources that have been
registered eifhr with the ? under EFR 32.210 or with an

Agreement St and havésbsaks i3 i

BaRq! mission or Agreement
State speciﬁ&ﬂ:ense gthorZing

uthorized by a Commission
Fysaibe devichy.

1.11 provided the packaging
and labeling remain unchagdl

ed.
f ’A ;'Lh | 1'.".:.. R ' '\
J. Calibration and checking of tr%nsee‘s instruivgie. Redisfribu% sealed sources initially distributed
by a manufacturer licensed purswant to 10 CFR 32.74 to authorized'yecipients and to authorized recipients
for non-medical use. A gy P
B < B
K. Shielding for molybdenum-99/technetium-89m generators.
CONDITIONS
10. Licensed material may be used or stored only at the licensee’s facilities located at 13870 Park Center
Drive, Building #5, Bay #22, Herndon, Virginia.
11. Licensed material shall be used by, or under the supervision of.
A. A pharmacist working or designated as an authorized nuclear pharmacist in accordance with
10 CFR 32.72(b)(2)(i) or (4).
B. Authorized nuclear pharmacists: James Babb, Craig C. Barlow, Scott C. Brawer, Thanh Huynh, Allen
C. Jones, Steven Mize, Amy Smith, John M. Tabb, Jr., John Thomas, Rebecca Wynn and Tim
Younkin.




MAY-23-2086 B3:03 USNRC R1 LAS 61@ 337 5393 P.87

NRC FORM 374A U.5. NUCLEAR REGULATORY COMMISSION PAGE 2 of 5 PAGES .
] Licenss Number ‘
45-31125-02MD
MATERIALS LICENSE Dockat or Reference: Number
SUPPLEMENTARY SHEET 03037208
12. The Radiation Safety Officer for this license is Allen C. Jones, R.Ph., PharmD,
13. In addition to the possession limits in item 8, the licensee shall further restrict the possession of licensed
material to quantities below the minimum limit specified in 10 CFR 30.35(d) for establishing
decommissioning financial assurance. i
14. This license does not authorize commerci b A ensed material to persons exempt from
licensing pursuant to 10 CFR 30. 14 quwalent requiations of any Agreement
State. 4 '
15. A. Sealed sources shall b \?ed for leakage and/or oontamlnatlon tervals not to exceed the
intervals specified in rtificate of registration issued by the U. clear Regutatory Commission
under 10 CFR 32.21 unq_ger equivalent regulations of an Agree tate.
L 3B e !

B. Notwithstanding Pdeagraph A s designgaito primarily emit alpha
particles shall be taa?ed for leake jor Eqmtyni Eintervals n exceed 3 months.

C. Inthe absence ofg rtificate fi & ik i b T a leak te@@as been made within the
intervals specified$ithe cori§ . he}d S.N Regulatory Commission
under 10 CFR 32.244, or ur fAddocmentiate, prior to the transfer, a
sealed source recefrey frongs © use 4l tested and the test results
received. e

D. Sealed sources need nf tested iftmey . - rogen@ they contain only a radicactive
gas; or the half-life of the pe is 30 days*eiiss; or they in not more than 100 microcuries of
beta- and/or gamma-emitting mater I or not more than ] micrécuries of alpha-emitting material.

E. Sealed sources need not be tested |f they arg% ?ége and are not being used; however, when they
are removed from storage for use or transferred to another person and have not been tested within
the required leak test interval, they shall be tested before use or transfer. No sealed source shall be
stored for a period of more than 10 years without being tested for leakage and/or contamination.

F. The leak test shall be capable of detecting the presence of 0.005 microcurie (185 becquerels) of
radioactive material on the test sample. If the test reveals the presence of 0.005 microcurie
(185 becquerels) or more of removable contamination, a report shall be filed with the U.S. Nuclear
Regulatory Commission in accordance with 10 CFR 30.50(¢)(2), and the source shall be removed
immediately from service and decontaminated, repaired, or disposed of in accordance with
Commission regulations.

G. Tests for leakage and/or contamination, including leak test sample collection and analysis, shall be
performed by the licensee or by other persons specifically licensed by the U.S. Nuclear Regulatory
Commission or an Agreement State to perform such services. :

R —— _!
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. The licensee shall conduct a physical inventory every six months, or at other intervals approved by the

19.

20.

H. Records of leak test results shall be kept in units of microcuries and shail be maintained for 5 years.

. Sealed sources or detector cells containing licensed material shall not be opened or sources removed from

source holders by the licensee.

U.8. Nuclear Regulatory Commission, to a tf rces and/or devices received and possessed
under the license. Records of invento m m 5 years from the date of each inventory’
and shall include the radlonuclldeméue tities, manufacturer' and model numbers, and the date of
the inventory.

The licensee is authorized tﬁld byproduct material Wlth a physucal n%' of less than 120 days for
decay-in-storage before chefosal v S

A. Monitors byproduci-matenal i determ that its radioactivity cannot -
be distinguished frggn the backyeyr iatifAR ppropria diation detection survey

meter set on its mgg sensitive
aéateﬂals that are within
containers and that wjli be & lfey havmbeen released from the
licensee; and &:& “"‘"
C. Maintains records of the& dispo : ¥ years. % record must include the date
of disposal, the survey S, theriilingroidMs dlatlo el, the radiation level measured
at the surface of each wa ntamer and"igidtame of the | al who performed the disposal.

The licensee is authorized to retrieve, F%EI nq*pg dwadioactive waste from its customers limited
to radiopharmacy supplied syringes and vials and ntents.

B. Removes or oblitebdtes all

The licensee is authorized to transport licensed material in accordance with the provisions of
10 CFR Part 71, "Packaging and Transportation of Radioactive Materjal."

|
I
I
|
i
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21. Except as specifically provided otherwise in this license, the licensee shall conduct its program in
accordance with the statements, representations, and procedures contained in the documents, including
any enclosures, listed below. The U.S. Nuclear Regulatory Commission's regulations shall govern unless
the statements, representations, and procedures in the licensee's application and correspondence are
more restrictive than the regulations.

A. Application dated January 22, 2006 [MLQ&13§8834 :
.g::; 4

For the U.8. Nuclear Regulatory Commission

Date May 23, 2006 By /

P. Dwyer, Chief
Commercial and R&D Branch [ '
Division of Nuclear Materials Safety
Region |
King of Prussia, Pennsylyania 19406
Tuesday, May 23, 2006 2:53:32 PM

TOTAL P.B9



Health & Radiological Seminars, Inc. \

Hereby certifies that )

ROBERT E. CUNNION, M.D.

has successfully completed the 200 Hour Physician Training
Program in Basic Radioisotope Handling conducted ' g\

in accordance with the requirements of the Y

U.S. Nuclear Regulatory Commission (10 CFR 35).

COURSE OUTLINE

Radiation Physics and Instrumentation - 100 hours

Mathematics pertaining to the use and measurement of radioactivity - 20 hours r,ls
Radiopharmaceutical Chemistry - 30 hours V)
Radiation Biology - 20 hours f i\
Radiation Protection - 30 hours \ Y
May 6, 2007 1)
Dusk #. Spec” Ll oA, .
Derek H. Noland * Stéphen M. Dyer, MAS \
Program Director Scientific Advisor

oSN SANY '




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

/ /7 /7‘0% , and to inform you that the initial processing which
includes an administrative review has been performed.

Wl E5- 23046~ ol
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 /L/’/ 786
When calling to inquire about this action, please refer to 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



