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FAIRF:L aEART ASSOCIATES, PC.
3301 Woodburn Road, Suite 301
Aunandele, Virginia 22003

Telephone: (703) 204-9301

PAUL E. DILORENZO, M.D,, FA.C.C.. TESTAMUR NASPExAM
RAYMOND VERGNE M.D, FA.C.P,FA.C.C.
FELIXD. CASTRO.M.D.. EA.C.C.

3 Deceinber 2007

Dear Colleaguc,

I am an Authorized User and Radiauon Safety Officer listed on the Radioactive Materials Fairfax
Heart Associates, P.C. license number 45-30978-01. This letter 15 to attest that Felix Castro,
M.D., has successfully completed all training requircments set forth by the Nuclear Regulatary
Commission section 35.290, paragraph ¢ (1) from February 2005 to present, December 2007, 1
attest that he has achieved a level of competency sufficient to function independently as an
authorized user for the medical uses authorized under the NRC gujdelines 35.200.

Dr. Felix Castro has completed 700 hours of training and experience in basic radionuclide
handling techoiques applicable to the medical use of unsealed byproduct material for imaging
and Jocalizarion studies. This training and expenence included a minitnum of the following:

A. 1) 80 hours of classroom and laboratory training in the following areas:
a) Radiation physics and instrumentation;
b Radiation protection;
¢) Mathemartics pertaining to the use and measurement of radioactivity;
d) Chemistry of byproduct material for medical usc;
e) Radiation biology
f) Generator Elution

2) Work experience, under the supervision of authorized user Brigid Castro, MD,  which
meet the requirements in §§ 35.290, involving:

a) Performing quality control procedures on {nstruments uscd (o determine the activity
of dosages and performing checks for proper operation of survey meters,

b) Ordering, recciving, and unpacking radioactive materials satcly and performing the
related radiation surveys;

¢) Calibrating instruments used to determine the activity of dosages and per(orming
checks for praper operation of survey meters:



04/18/2008 11:04 FAX 561 741 2038 HCI 4003
. ®3/17/08 11:44am P. 2@&S

d) 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,

f) Using procedures to safely contain spilled radioactive material and using proper
decontamination proccdures;

g) Administering dosages of radioactive drugs to patients or human rescarch subjects;
and

h) Eluting generator systems appropriate for preparation of radioactive drugs for
imaging and localization studies, measuring and testing the eluate for radiopuclidic
purity, and processing the eluate «vith reagent kits to prepare labeled radioactive drugs

I certify that Dr. Felix Castro has achieved a leve] of competency sufficient to function
mdcpcndent]y as an authorized user for the :uedical uses authorized under the NRC regulations
CFR 35.290.

Cle
Preceptor Signature : __ -»-—(,ML L—*“”" Lo e
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Date:




04/18/2008 11:04 FAX 561 741 2038 HCI o004

g?:g:ORM 313A (AUD) U.S. MUCLEAR REGULATORY COMMISSION
AUTHORIZED USER TRAINING AND EXPERIENCE |
AND PRECEPTOR ATTESTATION Exoines: oo o]

(for uses defined under 35.100, 35.200, and 35,500)
[10 CFR 35,190, 35.290, and 35.590]

emaii— Ny n
Name of Proposed Authorizad Uger ‘State ar Temitory Where Licensed
Felix Castro, M.D. Virglnia
|

Requested Authorization(s) (chéék"éljl f‘f‘)at apply)

36.100 Uptake. dilution, and excretion studies
35.200 Imaging and localization studies
[[] 35.500 Sealed sourees for diagnasis (specify device )

R —

PART ! = 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 application or tha 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 centification.

b. ifusing anly 36.500 materials, stop here. |f using 35.100 and 35.200 materiaks, skip to and complete Part If
Preceptor Attestation.

D 2. Current 35.390 Authorized User Seeking Additional 35.290 Authorization

a. Authorized user on Materials License _ . Mmeeting 10 CFR 35.390 or equivalent Agreement
State requirements seeking autherization for 35.2%90.

b. Supervised Work Experience,
(If more than one supervising individual is necessary to document supesvised wark experience, provide multiple

capies of this section.)

I . . ! Location of Experience/lLlcense or Clock Dates of
} Description of Experience Perrmit Number of Facility Hours Experience”

[ iting aenaArator svstems

- |appropriate for the preparation of
radioactive drugs for imaging and
localization studies, measuring and
testing the eluata for radionuclidic
purity, and processing the eluate
with reagent kits to prepare {abeled
radioactive drugs

. N

Total Hours of Exparience:

Supervising individual :Licensa/Parmit Number listing supervising individual as an

‘authonzed yser

B O X S

~-./.'....

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

[J3s.290 [[] 25.390 + generator experience In 32.290(c)(1)(ii)(@)

MAT FORM 2 12A (AUD) (3.20a7) PAINTED ON RECYCLED PAFER PAGE 1
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P:I:OCO FORM 313A (AUD) U.S. NUCLEAR REGULATORY COMMISSION
820 AUTHORIZED USER TRAINING AND EXPERISHTE AND PRECEPTOR ATTESTATION !continued)

ey SR
, 3. Training and Experience for Propoged Authorized Usef
a. Classroom and Laboratory Training.
. o . N Clock | Dates of
Location of T :
Description of Training | raining Hours | Training"
Corscan Plus/Autnorized User Claasroom and 16 hours Complation date:
. . Laboratory Training Program, Toledo, OH 12/05/07
Radiation physics and i S
instrumentation NRC License # 37-31142-01
] Corscan Plus 16 hours Completion date:
E 12/05/07
Radiation protection
i Corsean Plus 16hours  Compietion date;
. - 12/05/07
Mathematics pertaining to the use
and measurement of radioactivity
Corscan Plus 16 hours Completion date:
Chemistry of byproduct material 12/05/07
for medical use (not required for
135.590)
ir ) Corscan Plus 16 hours Completion date:
z g 12/05/07
'Radistion biology '
| |
’ Tatal Hours of Training: 80 hours
b. Supervised Work Experience (completion af this table is not required for 35.590).
(i more than one supervising individual is necessary to document supervised wark experience,
pHUVILG Ui COPIES ul (IS Section,)
Supervised Work Experience Total Hours of
Experience: 650
Description of Experience Location of Experience/License or Conﬁrmj Dates of
Must Include; Permit Number of Facility J‘ Experience”
Ordering, receiving, and unpacking |Steven Waiter, M.D.. Authorized User, Corsean Plus
radicactive materials safely and NRC-47-25351-01 Yes
performing the related radiation Brigid Castro, M.D., Autharized User, HLE 11/04 - present
surveys NRC-45-30978-01
'Performing quajity control Steven Walter, M.D., Autharized User. Corsean Plus
procedures on instruments used to | NRC-47-25351-01 Yes
jdetermine the activity of dosages
‘and performing checks for proper | Brigid Castra, M.D., Authorized User, D No 11/04 - present
joperation of survey meters NRC-45-30978-01 |

|
!

PAGE

2
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NRC FORM 3134 (AUD) U.S. NUCLEAR REGULATORY COMMISSION

G2 AUTHORIZED USER TRAINING AND EXPERIENCZ AND PRECEPTOR ATTESTATION (continued)
-ont

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

b. Supervised Work Experience, (continued)

[N, ——

Description of Experience Location of ExperiencelLicense or Confirm Dates of |
Must Include: Permit Number of Facility on Experience”
, . Steven Waiter, M.D_, Authorized User, Corscan i
| Calculating, Mmeasuring, and safely Flus NRC47-25351.01 ° Yes |
ip"ePa"“Q patient or human research | grigid Castro, M.D., Authorized User, 11/04 - present
isubject dosages NRC~45-30978-01 D No ?
Using administrative controls to Steven Walter, M.D., Authorized Usar, Corscan Yes
prevent a medical event involving the 5 ,P!:GCN'S“C:Z“‘“D&%"? g U 11/04 - present
\ rig a ,MD., onz Ser, -
use of unsealed byproclu.cir.natenal 463097501 | n [N
Using procedures to contain spilled s‘gﬁ: I‘f:’;&:,’f'z-gés’:ﬁmze" User, Corscan Yes
byproduct material safely and using Brigid Castro, M.D,, Autharized User, D No  [11/04-present

proper decontamination precedures NRC45-30976-01

[EUE———

iAdministerin_g dosages of radioactive is“;"lﬁ: Nwsgi'."f;‘!‘s%éﬁ_ﬁmnzed User. Corscan Yes
!:L"g?:c‘tz patients or human research o i Castro, M.D., Autnorized User, N 11/04 - present
jSubl - NRC-45-30978-01 D a
Eluting generator systerns appropriate iStavan Waiter, M.D,, Authorized User, Carscan o '
for the preparation of radioactive Plus NRC47-25351-01 Yes
drugs for imaging and localization Brigid Castre, M.0D,, Authorized User, D No 11/04 - presgnt
1studles measuring and testing the NRC-45-30976-01 i .
;eluate for radionueclidic purity. and ; :
iprocessing the eluate with reagent !
| ';“5 to prepare labeled radloactive  \Ciinical: >1000 cases Te-99m Cardlac Imaging
“drugs .
| [Supervising individugl i License/Permit Number listing supervising individual as an
authorized user
Sleven Watter, M,.D. | .NRC-37-31143-01
Brigid Castro, M.D. -&»—4( («""‘" ORry ... INRC-4530978:01
. Supervisor meets the‘ requirements below, or equrvalem Agreement State requlremams (check one)
| 35.190 35.290 35,390 35.390 + generator experience in 35.290(c)(1)(i)(G
| S

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

Device Type of Training Location and Dates

) — e ey

d, For 35.500 uses only. stop hare. For 35.100 and 35.200 uses, skip to and compiate Part ) Preceptor
Attestation.

PAGE )
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" NRC FORM 313A (AUD) U.S. NUCLEAR REGULATORY COMM(SSION
3 A UTHORIZED USER TRAINING AND EXPERIZHE AND PRECEPTOR ATTESTATION (continued)
R ——— i

PART Il - PRECEPTOR ATTESTATION

Note: This part must be completed by the individual's pracaptor. The preceptor does not have to be the supervising
individual as long as the preceptor provides, direc's, of verifies training and experience required. If more than
one preceptor is necessary to document experience, obtain a separate preceptaor statement from each. (Not
required to meet training requirements in 35.590)

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

For 356.180
oard Certification
D | attest that has satisfactorily completed the requirements in
" "Name of Proposed Authorzes Uter

10 CFR 36.190(a)(1) and has achlaved a level of competency sufficient to function independently as an
autharized user for the medical uses authorized under 10 CFR 35.100.

OR
[raining and Experience
| attest that  Felix Castra, M.D. has satisfactorily completed the 80 hours of training and

Name of Propesng Authorisnd Uszes
experience, including a minimum of 8 hours of classroom and laberatory training, required by 10 CFR
35.180(c)(1), and has achieved a tevel of competeney sufficient to function independently as an
authorized user for the medical uses authorized under 10 CFR 356.100.

For 35.280
Board Ceification
D I attest that has satisfacterily completed the requirements in

Namne of Prapased Ahonzed Usar

10 CFR 35.290(a)(1) and has achieved 3 level of competency sufficlent to function independently as an
authorized usar for the medical uses autharized under 10 CFR 36.100 and 35.200.

OR
Training apd Experience
| attest that  Felix Castro, M.D, has satisfactorily completed the 700 hours of training

Name of Propased Authodzod User

and expetience, including a minimum of 80 hours of classroom and laboratory training, required by 10
CFR 35.290(¢)(1), and has achieved a level of competency sufficient to function independently as an
authorized user for the medical uses autherized under 10 CFR 35.100 and 35.200.

Second Section
Complete the following for preceptor attestation and signature:

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

35.130 35290  [[]35.350  []35.390 + generator experience

Name of Pteceﬁtor T ‘]_S_Igr;ature—_ ’—/ Telephone Number IDale ”
Brigid Castre, M.D. 1,/[ M 4(: { ¢ /’(& | %.} é‘M'/V‘// it Wp7
7’

License/Peormit Number/Facility Name
iN RC-48.30978-01 Fairfax Heart Assaciates

PAGE 4




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

f / r /M , and to inform you that the initial processing which
includes an administrative review has been performed.

Arlend). ¢ S-FaP2g~of
There were no administrative omissions. Your application was assigned to a
technical reviewer. Please note that the technical review may identify additiona!
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’ 2 2/3
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



