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USNRC, Region [

475 Allendale Road

King of Prussie, Pennsylvania 19406-1415
ATTN: Michelle Beardsley
610-337-6942 230365°%

RE: License No 45-30881-01, Control number 139945

Dear Michelle Beardsley:
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In response to your letter dated January 12, 2007, Please find enclosed & completed NRC

313A(AUD) form.

Should you require any other information, Please contact me at 949-266-3750.
Sincerely,

Daniel G. 2 ¥.D.
Amen Clinigs, Jric., D.C.
1875 Campus Commons Drive, Suite 101

Reston, VA 20191
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NRC FORM 313A (AUD) U.3. NUCLEAR REGULATORY COMMISSION
)

{10-2008
AUTHORIZED USER TRAINING AND EXPERIENCE . R
AND PRECEPTOR ATTESTATION B N oy M NO. 31000120
(for uses defined under 35.100, 35.200, and 35.500)
[10 CFR 35.190, 35.290, and 35.600)

Name of Proposed Authorized User ‘ State or Territory Where Licensed

Barton A, Branscum, M.D. _Virginia
Requsated Authorization(s) (chack ell that apply)

(] 36.100 Uptake, dilution, and excretion studles
X ] 35.200 Imaging and localization studles
(] 35.500 Sealed sources for diagnosis (specify devics )

N
PART | = TRAINING AND EXPERIENCE
, (Select one of the three methods below) ,

* Training and Experience, Including board certification, must have been obtalned within the 7 years preceding
the date of application or the Individual must have obtained relatsd continuing education and expsrience slnce
the requirad training and experience was completad. Provide dates, duration, and desctiption of ¢continuing
education and experience related to the uses checked above.

( (] 1. Board Gertification
a. Provide a copy of the board certification.

b. - If using only 35.500 materlals, stop here, If using 35.100 and 36.200 materlals, skip to and compiets Part Il
Pracaeptor Attestation. ' .

a. Authorized user on Matarials License meeting 10 CFR 35.390 or equivalent Agresment
State requiremsents seeking authorization for 36.280. '

b. Supsrvised Work Experienca, .
(If more than one gupervising individual I8 necessary to document supervisad wark experionce, provide multiple

coples of this section.)
" ' Looatlon of Experience/License or Clock Dates of
Description of Experiance Permit Number of Facllity Hours | Experisnce"
Eluting generator systems
approgpriate for the preparation of
radioactive drugs for Imaging and
localization studles, measuring and
testing the efuate for radlonuclidic
purity, and procsssing the eluate
with reagent kits tc prepare iabsled
radioactive drugs
Total Hours of Experience:
Supervising individual . }LlconselPormlt Number lisling supervising Individual ss an
) jauthorized user

‘ .

{
.................................................................................................................. T U PO P OO P TR PT SR
Supervisor mests the requirements below, or equivalent Agreement State requirements (check a/l that apply).

[]35.200 [ ] 38.380 + generator experience In 32.290(c)(1X(I({G)

———S Ry
NRC FORM 3184 (AUD) (10.2008) . PRINTED ON RECYCLEO PAPER PAGE |
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NRC FORM 313A (AUD) .5, NUCLEAR REGULATORY COMMIBSION
(102081 AUTHORIZED USER TRAINING AND EXPERIENCE AND PRECEPTOR ATTESTATION (continued)
A R
. Tralning and Experlence for Proposad Authorized User
8. Classroom and Laboratory Training.
—

Description of Training Location of Training Bk S::::_t ?:;%:rn:{
Radiation physics and 11/11/06
ingtrumentation “to

Atlanta, GA 50
4 11/19/06

Radlation protection

P SAME 15 |sAME
Mathematics pertaining to the use
and measurement of radiosctivity SAME 10 SAME
Chemistry of byproduct material
for medical use (nof required for .
35.500) SAME 15 SAME
Radlation blology SAME 10 SAME

Total Hours of Tralning: .
8 100
b. SUpoleed Work Experience (completion of this table is not required for 35.580).
{If more than one supervising individual is necessary to document supervised waork experence,
provide multipie copies of this section.)
. . Location of ExperienceiLicanse or Clock Dates of
Description of Experience Permit Number of Facllity Hours | Experience®
Ordering, recsiving, and unpacking _ ; - Oct., 04
radioactive materials safely and Amen Clinics, Restonm VA to
parforming the related radiation : ' o
surveys NRC 45-30881-01 Dec, 06
Performing quallty control
procedures on Instruments used to
determins the activity of dosages
and performing checks for proper SAME
- |operation of survey melers

Calculating, measuring, and safely
preparing patlent or human research SAME
subject dosages
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NRC FORM 313A (AUD) U8, NUCLEAR REGULATORY COMMISSION
(10700 AUTHORIZED USER TRAINING AND EXPERIENCE AND PRECEPTOR ATTESTATION (continued)
N

3. Iralning and Experionca for Proposed Authorized Yser (continued)
b. Supervised Work Experience, (continued)

. . Location of Experience/lLicense or Clock Dates of
Description of Experience Pormit Number of Facllity Hours | Experience*

Using administrative controls to , : . A
prevent a medical event Involving the Amen Clinics, Inc Reston, VA OCE(‘) 04

of unsealed b uct material
use of unsea yprod a DEC. 06
Using procadures to contaln spilled
byproduct material safely and using ‘ ,
proper decontamination procedurgs SAME
Administering dosages of radloactive
drugs to patients or human resaarch
subjects | SAME
Eluting generator systems abpropriate -
for the preparation of radlioactive
drugs for imaging and locslization
studies, measuring and testing the
sluats for radionuclidic purity, and
processing the sluate with reagent
kiis to prepare jabsled radioactive SEE ATTACHED STATEMENT
drugs '

Total Hours of Experlence:rntal for all elements 600
Supervising Individual | Licenae/Parmit Number listing supervising Individual e an
1. l)authoriud user

....... paniel G. Amen, M.D. @l 857308B1-0L
Supervisor meete the requirements helow, or equivalent Agresment State requirementa (check one).
[0 [g3s280 []35300 [ 35.390 + generator experiance In 35.280(c)(1)(ING) |

¢. For 35,580 only, provide documentation of tralning on use of the device.

Device Type of Tralning : Location and Dates

d. For 3%.500 uses only, stop here. For 35.100 and 35.200 uses, skip to and compieta Part Il Preceptor
Attostation.

s$8°-d

We £9:81 2808zZ-80-g33



NRC FORM 313A (AUD) - U.8. NUCLEAR REGULATORY COMMIZON
(1029 2 UTHORIZED USER TRAINING AND EXPERIENCE AND PRECEPTOR ATTESTATION (continued)

PART Il - PRECEPTOR ATTESTATION

Note: This part must be completed by the Indlvidual's praceptor. The praceptor doas not havae to be the supervising
Individuel aa long as the praceptor provides, directs, or verifies training and experience required. if more than
one preceptor I8 necessary to document experience, obtain a separate preceptor statement from each, {(Not
requlred to meet training requirements in 35.3680) ‘ .

RN

First 8ection
Check one of the followina for each uae requested:

For 36,180
Boerd Cartification

[) ) attest that has satlsfactorily completed the requirements in
Name of Propossd Authorized User
10 CFR 35.180(a)(1) and has achieved a lavel of compstency sufficient to function Indepandently ae an
authorized user for tha modlc_:al uses authorized under 10 CFR 35.100."

OR

Tealning and Exparienc
(11 attest that has satisfactorily completed the 60 hours of training and
Name of Proposad Authorized Usar

experiencs, including & minlmum of 8 hours of classroom and faberatory training, required by 10 CFR
35.190(c)(1), and has achieved a level of competancy sufficient to function Independently as an
authorized user for the medical uses authorized under 10 CFR 33.100. -

Eor 35.290

Board Cegtification

(] 1 attest that , has satisfactorily completed the requiroments in
Name of Proposed Authortized User

10 CFR 35.280(a)(1) and has achleved a lavel of competency sufficient to function Indepandently as an
authorized user for the medical uses authorized under 10 CFR 35.100 and 36.200.

OR
Training and Experlency

[X] | attest that :
Neme of Bmpoui kuﬁ\onud Eur

and experlen@&". Thellding @ minifnum of 80 hours of classroom and laboratory training, required by 10
CFR 35.290(c)(1), and has achieved & leve! of compatency sufficlent to function Indepondently as an
authorized user for the medical uses authorized under 10 CFR 36,100 and 36.200.

hes satisfactorily completed the 700 hours of training

Sgcond Section
Complete the following for preceptor attestation and signature:

{_—_} | maet the requirements bslow, or equivaient Agresment State requirements, as an autherized user for:

[Jasis0  []35.200 % /B’ISQO + generator experience

Name of Preceptor 8} (- Telephona Numbar Date .
paniel Amen, M,D. M ]94-9,.26&-3700 z|8]0F
License/Permit Number/Facllity Name

A= ~mAamn A

S8 - d

- ——n

WY €@:01 Le8z-80-g3-2



2887 13:49 7838685768 AMEN CLINIC DC PAGE 82

To Whom [t May Concera: , .
~ N

M.D has gained work experience at
GE Healthcare
12120 Plum Orchard Dr

Suite G
Silver Spring, MD 20904 on 2/7/2007

" Tbe training/experience involved the following:
Eluting gencrutor systems appropriate for preparation of radicactive drugs for maging

and localjzation studies, measuring and testing the eluate for radionuolidic purity, and
processing the cluate with reagent kits to prepare labeled radioactive drugs.

Name: John P. Marrotta R.Ph,

MD License # 17611 '

Title: Faclity Manager .
Radiosctive materials license number: MD-31-222-81
Tolonhrme mimber: 301-572-7022
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| B4/18/2004 10:12 4846624955 NS oY . PAGE 02/83
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NG FORM 374 - UB. NUCLEAR REQULATONY COMMISSION

MATERIALS LICENSE : ”

Pursuant to the Alomie Endrgy Act of 1884, as amended, tha Energy Reorganization Act of 1874 (Public Law 83-438), and Tils 10, Cods
of Medwral Regulations, Chapter |, Pans 30, 31, 32, 33, 34, 38, 36, 30, 40, and 70, and in reliance on stalements and rapresentarions
haretofore mads by (he lloanaee, a license (e hareby [gsued authorizing the licensee to recaive, acquire, posdsss, and transfer bypraduct,

saurse, and special nuolasr materisl designated balow; \o use such matarial lor the purposs(a) snd at the place(s) designated below; 1o »
deliver or trangler such matarial to persons authorizad to recalve i in accordance with the regulationa of the applieable Pan(s), This icanse 1
shal! be dwermad to contaln the conditions spacified In Section 183 of the Atomia Energy Act of 1854, as amendsd, Bnd i3 subjgot 10 ol

applicable rules, reguiations, and orders of the Nuclear Regulatery Commission naw or hereaftar In effect and to any condiions apacified

dalow.

Licensse

1, Amen Clinios, Inc. D.C. » 3, Licenss No, 45-30681-01 ‘ s
2. 1875 Campus Commona Drive \ﬁ AR . n Date: April 30, 2014 »
Suite 101 Qo ‘ 5, Docket %0-30&02
Reston, Virginia 20101 &~ -
8. Byproduct, source, and/or apenlﬁg 7. Chamieal and/or phystoa! form %:mum amount that icanses may
fnuciear matartal QI fen AP écn al any one lims under this

A. Any byproduct mat '
_ pearmitted by 10 CF 400

B.  Any byproduct materig|

permitted by 10 CFREE,200 § t‘/?
e ©
i N ' 0\
9. Authorized Use: 0 ' $

A, Any uptake, dijutien and excretio*u”pwq*y #CFR 35.100.

B. Anyimaging and locelization study permitted by 10 CFR 35.200.

CONDITIONS

10. Licensed matarial shall be used or atored only at the licenses's facilitles located at 1875 Campus
Commens Drive, Sulte 101, Reston, Virginis. .

11. The Radiatlon Safety Officer (RSO) for thig license la Charles Parker, D.O.

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

A. Individuals parmitted to work as an authorized user in accordance with 10 CFR 35,183 and 33.14.

se " d . . T s —»—-—’-—‘—_i:?’_ﬁIJJ
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NRC FORM 374 1.8, NUCLEAR REGULATORY COMMIBAION PAGE 2 of 2 PAGES
‘ Licenge No,
45-30881-01 |
! ' MATERIALS LICENSE Dooket No.
BUPPLEMENTARY SHEET 030-36502

Authorlzed Lser
Charles Parksr, D.O,

Daniel G. Amen, MB. &

S

material 10 quantities b
decommigsioning fina

<

14, The licensee ig authodzed to -

gssu’

15, Except as spacifically prpided S
: accordanoe with the stat nts, Ng
any snclosures, listed below’
be submitted in accordance
licensaa’s abllity to make chan
The U. 8. Nuclear Regulatory Commi

than tha regulations.

A. Application dated Fabruary 6, 2004

Aprit 14, 2004
Date

e
———

12, B, The following individuals are authorized users for the materials and uges indicated:

35 200

18. In addition to the possé ‘ !lmlts in Item 8, the lcansea shall further r@!cz the possession of [lcensed
theg um limit epecified in 10 CB

to the radlation proteoﬁon prog
8. *ﬂ*‘ ‘Rhf.govern Lniess the statements,
rl represantations, and prooedures In th p d correspondence are more restrictive

Materlal and Use

35.100; 35&#

S.35(wkior estabiishing

O

gPfSe0 aha(@nduct its program In

s conte@ged In the documents, including

el | Ty to ¢ roceduras that are required to
j Ythis @ concition dges not limit the

as provided for in 10 CFR 85.26.

FOR THE U. S. NUCLEAR REGULATORY COMMISSION

: /RA/
BY

Bryan A. Parker

Nuclear Materiale Safety Branch 3

Divigion of Nuclsar Materials Safety
Ragfon |

King of Prusala, Pennsylvania 19408- 1415
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