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

(3-2007)
AUTHORIZED USER TRAINING AND EXPERIENCE .
AND PRECEPTOR ATTESTATION e o Dy OME: NO. 31800120
(for uses defined under 35.100, 35.200, and 35.500)
[10 CFR 35.190, 35.290, and 35.590)

Name ot Proposed Authorized User State or Territory Where Licensad
Amit Narendra Sanghvi‘.' MD

Requested Authorization(s) (check afl that apply)
[v] 35.100 Uptake, diiution, and excretion studies
1v'| 35.200 Imaging and localization studies

| 35.500 Sealed sources for diagnosis (speciy 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 f)

Preceptor Attestation.
: L[j 2. Current 3 uthari Seek tio 90 Ay i -
a. Authorized user an Materials License meeting 10 CFR 35.390 or equivalent Agreement

State requirements seeking authorization for 35.290,

b. Supervised Work Experience, . ‘
(/f more than one supervising individual is necessary to document supervised wark expenience, provide multiple
copies of this saction.)

-

Location of Experience/License or Clock Dates of |

Description of Experience Permit Number of Facility Hours Experience”

Eiuting generatar systerns
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 J

Total Hours of Experience:

Supervising Individual ' i Licansa/Permit Number listing supervising individual as an
{authorized user

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

[Jss290  [[]35.390 + generator experience in 32.280(c)(1)(ii)(G)

NRC FORM 3134 (AUD) (3-2007) PRINTED ON RECYCLED PAPEK PAGE 1
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NRO;ORII J13A (AUD) U.S. NUCLEAR REGULATORY COMMISSION
250 AUTHORIZED USER TRAINING AND EXPERIENCE AND PRECEPTOR ATTESTATION (continued)

3. Training and Experience for Probosed Authorized Lser

a. Classroom and Laboratory Training.

=

Clock | Datesof |

-

Description of Training Location of Training Hours Training®
Radiation physics and
instrumentation
- . 1 !

Radiation protection

B

1
Mathematics pertaining to the use

and measurement of radioactivity

Chemistry of byproduct material
for medical use (not required for
35.590)

Radiation biclogy

Total Hours of Tralning:

b. Supervised Work Experience (completion of this table is not required for 35.5%0).
{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 L.ocation of Experience/license or Confirm Dates of
Must include; Permit Number of Facility Experience*
Ordering, receiving, and unpacking Y
radioactive materials safely and | Yes
performing the related radiation U No
surveys
Perfonﬁing quality control 1
procedures on instruments used to Yes |
determine the activity of dosages |
and performing checks for proper D No
operation of survey meters |

PAGE 2
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268 435 7635  P.84-89

NRC FORM 313A (AUD)

U.S. NUCLEAR REGULATORY COMMISSION

7 AUTHORIZED USER TRAINING AND EXPERIENGE AND PRECEPTOR ATTESTATION (continued)

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

b. Supervised Work Experience. (continued)

drugs to patients or human research
subjects

Description of Experience Location of Expé"r;éncalLicense or Confirm | Dates of
Must include: Permit Number of Facility Exparience”
Calculating, measuring, and safely Yes
preparing patient or human research
subject dosages ] No
Using administrative controls to Yes
prevent a medical event involving the
use of unsealed byproduct material [Jne
Using procedures to contain spilled Yes
byproduct material safely and using
proper decontamination procedures D No
Administering dosages of radioactive Yes

Eluting generator systerns appropriate
for the preparation of radioactive
drugs for imaging and localization
studies, measuring and testing the
eluate for radionuclidic purity, and
"|processing the etuate-with reagent- l
kits to prepare labeled radicactive
drugs

{authorized user

Supervising Individuai éLicenselPem\it Number listing supervising individual as an

Supervisor meets the requirements below, or equivalent Agreement State requirements {check ane).
[Jas1s0  []352%0 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 Tralning

Location and Dates

L. |

Attestation.

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

PAGEJ
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NRC FORM 313A (AUD) U.8. NUCLEAR REGULATORY COMMISSION
G200 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 sach. (Not
required to meet training requirements in 35.590)

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

For35.180
Board Cenification
| attest that  Amit Sangvhi, MD has satisfactorily completed the requirements in
Name of Proposad Authorzed User

10 CFR 35.190(a)(1) and has achieved a leve! of competency sufficient to function independently as an
authorized user for the medical uses authorized under 10 CFR 35.100.

OR
Training and Experience
[[] 1attestthat  Amit Sanghvi, MD has satisfactorily completed the 60 hours of training and
Name of Proposad 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,

Eor 35.290

T B Cenfci e e
| attest that  Amit Sanghvi, MD has satisfactorily completed the requirements in
Name of Propossad Authorized User

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

‘ OR
Iraining and Experience
D | attest that  Amit Sanghvi, MD has satisfactorily completed the 700 hours of training

Name of Proposed Authorizad Usst
and experience, inciuding 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 ta function independently as an
authorized user for the medical uses authorized under 10 CFR 35.100 and 35.200.

Second Saction
Complete the following for preceptor attestation and signature:

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

[(Jss1s0  [J35.290 35380  [T] 35.380 + generator experience

Name of Pre'ogptor Signatu;e "Falephone Number Data
H. Scolt Beasiey, MD D 412.578-1890 J;/S ]{05?"
License/Permit Number/Facility Name @) -

PRC # 37-01236-01; The Westem Pennsylvania Haspital, Pittsburgh, PA 15224

PAGE 4
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l:ung;?m 313A U.S. NUCLEAR REGQULATORY COMMISSION
10-

MEDICAL USE TRAINING AND EXPERIENCE APPROVED BY OMB: NO. 3160-0120
AND PRECEPTOR ATTESTATION EXPIRES: 05172008

Note: Descriptions of training and experience must contaln sufficient detail to match the training and experience

PART | -- TRAINING AND EXPERIENCE

criteria in the applicable reguiation (10 CFR Part 35)

. Namae of Individual, Proposed Autharization (e g., Radiation Safety Officer), and Applicable Training Requirements

(e.9.. 10 CFR 35.50) v

Jahn Lacunza, Aulhorized user

. For Physicians, Podiatrists, Dentists, Pharmacists — State ar Termitory Where Licensad

Indiana \

. Provide a copy of the board certification. SSfop here if applying under 10 CFR Part 35, Subpart J or 35.590(a);

. Provide documentation in ap Rriate items 4 through 10 of traininagsor clinical case work required by 3355%(9?@)(2)'

3. CERTIFICATION
continue if applying under other subparts.

35.518?; 35.290(c)(1Xii)(G) for AU seeking 35.200 authorization; 35.390(b)( 1Xii){(G); 35.396(d)(1) and

35.580(¢); or 35.680(c).
Provide completed Part Il Preceptor Attestation, Items 11a through 114d.

Stop here after completing items 3a, 3b, and 3¢ when using board certification to meet 10 CFR Part 35 training and
experience requirements.

4. INDIVIDUALS IDENTIFIED ON A LICENSE OR PERMIT AS RADIATION SAFETY OFFICERS (RSO),
AUTHORIZED USERS (AU), AUTHORIZED MEDICAL PHYSICISTS %kMP , OR
AUTHORIZED NUCILEAR PHARMACISTS (ANP) SEEKING ADDITIONAL AUTHORIZATIONS

a. Provide a copy of the license or broadscape permit listing the current authorization @nd (b) or (¢)

b. Complete items 6¢ (and 10 when training is provided by an RSO, AMP, ANP, or AU) and preceptor items 11b through
11d to meet requirements for: RSO in 35.50(c)(2) or 35.50(e); or AL in 35.290(c)(1Xii)(G) or 35.320(b}( 1 Xii{G) or
36.690(c) or 35.890(c); or AMP under 35.51(c).

c. Complete items 5, 6a, 6b, 10, and Preceptor items 11a through 11d to meet AU requirements in 35.396(a).

5. DIDACTIC OR CLASSROOM AND LABORATORY TRAINING (optional for Medical Physicists) |
Description of Training Location Clock Hours Dates of Training
. . real
Radiation Physics and u C / ﬂ‘ed' / ook -3 / 2403
Instrumentation Cen /dr' ‘3 5 7/ ?

b 4 . s —

Radiation Protection J/ 4

Mathematics Pertaining to the Use .
and Measurement of Radioactivity O én Fer™ Physies

P

aG/ /he'd;z; 7 ‘acksded in

Radlation Biology j

rof’} tm'nx'

Chemistry of Byproduct Materiat for

Medical Use A

OTHER I 3 é

NRC FORM 313A (10-2003) PRINTED ON RECYGLED PAPER PAGE 1
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NRG FORM $13A U.S. NUGLEAR REGULATORY COMMISSION
2% MEDICAL USE TRAINING AND EXPERIENGE AND PRECEPTOR ATTESTATION (continued)
o
6a. WORK OR PRACTICAL EXPERIENCE WITH RADIATION
T Name of Location and Dates and/or
s Corresponding Clock
Description of Experience mlvld&;'l?sﬂ) Matarials License Hours of
. A . Number . Experience
Diagnostic Radiology Residency Training W feul Lioae He [y e ivine Medical Ctr | 702 - 8106
Orange, CA
Diagnostic Radiology Residency Training : . 0L\ ry V.A. Madical Ctr. 4/03 - 6/06
:Df w B o Long Beach, CA
I
6b. SUPERVISED CLINICAL CASE EXPERIENCE {describe experience elements in 8a)
N¢I>. of‘clasaq Name of cLocaﬂon %\d Datecs‘ ar}‘dlor
: . nvoly e arresponding oc
Radionuclide Type of Use Porsonal sl':‘m:""l’ Materials License Hours of
. Lytapho s iat=2 Participation Number _| . Experience
' IO taven— 1 - Drowwm VA Med € ch
Te- ‘ng - s - v Ma
c-89 Ay SR N 230 A Mad Cir Long Bea h
1-12371-131 16+ 5§ VA Med Cir Lang Beach
.
in-111 5 J VA Med Cir Long Beach
Ga-87 10 \V VA Med Ctr Long Beach
Tc-99 182 D/ . Li2ed 4+ | UCIvine Med Cir
- .
123 ¢ 1134 15 1 13 UC Irvine Med Cir
In-111 21 UC irvine Mad Ctr
. 1
Ga-67 J 3 v UC trvine Med Ctr 1

PAGE 2
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10-2008)

!nnc FORM 313A U.S. NUCLEAR REGULATORY COMMISSION
(

MEDICAL USE TRAINING AND EXPERIENCE AND PRECEPTOR ATTESTATION {(continued)

Ge. TRAINING FOR SECTIONS 35.50(e), 35.51(c), 35.530(c), or 35.690(c)

-Tralning Element Type of Training * Location and Dates

. Types—'of training may include supervised (complete item 10 for 35.50(e), 35.51( c), and 35.680(c)), didactic, or
vendor training.

7. FORMAL TRAINING  Physiclans (for uses under 35.400 and 35.600) and Medical Physicists

Name of Organization that
Name of Program and T
Degree, Area of Study Location with " Qfﬂgc"f:dg;‘;is:‘"g;’lmc"
Residency o tbonaing Dates for Graduate Medical Education)
cy Program Materials . :
License Number and the Applicable Regulation

L (e.g., 10 CFR 35.490)
Diagnostic Radiology Residency | UG Irvine Medical July 2002 - June 2006 | ACGME

Program Center, Orange, CA

S S L
8. RADIATION SAFETY OFFICER (RSO) - ONE-YEAR FULL-TIME EXPERIENCE
[_'] YES Completed 1 year of full-time radiation safety experience (in areas identified in item 6a) under supervison.
FINA  of the RSO for License No.
8. MEDICAL PHYSICIST -- ONE-YEAR FULL-TIME TRAINING/WORK EXPERIENCE
[:] YES Completed 1 year of full-time training (for areas identified in tem 8a) in therapeutic radiological physics
D NA  (35.861) or medical physics (35.51) under the supervision of
who is a medical physicist (35.961) or meets requirements for Authorized Medica Physicists (35.51);
and

E] YES Completed 1 year of fuil-time work experience (at location providing radiation therapy services described
m NJA  2nd for topics identified in item 8a) for (specify use or device)

under the supervision of whois a mediét physicist {35.961) or meets
requirements for Authorized Medical Physicists {35.51) (specify use or device) _

PMGE?D
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INRC FORM 313A U.8. NUCLEAR REGULATORY COMMISSION
(102005 MEDICAL USE TRAINING AND EXPERIENCE AND PRECEPTOR ATTESTATION (continued)

10. SUPERVISING INDIVIDUAL - IDENTIFICATION AND QUALIFICATIONS

The training and experience indicated above was obtained under the supervision of (if more than one supervising
individual is needed to meet requirements in 10 CFR Part 35, previde the foflowing information for each) :

A. Name of Supervisor B. Supervi :
d (" Pq U ' L) 2o the Authorized User [J Autherized Medical Physicist
Radiation Safety Officer || Authorized Nuclear Pharmacist

C. Supervisor meets requirements of Part 35, Section(s)

for medlical uses in Part 35, Section(s) - 051 8 - 36___ .

D. Address E. Materials License Number ¢—"

PART il - PRECEPTOR ATTESTATION
Note: This part must be completed by the individual's preceptor. If more than ane preceptor is necessary to document
experience, obfain a separag.;'pggceptor statement from each. This part is not required to meet training

requirements in 35.580 or P Subpart J (except 35.980).
| aftedt the individual named in ltem 4:
11
has satisfactorily completed the requirements in Part 35, Section(s) and Paragraph(s)
as documented in section(s) I - z of this form.
‘i'1,b.'..s..eié.d..°.n' --------------------------------------- IR RN #F VA I enssaare ORI ERERORRTRBREt s RO YR Ot PR 440 s0ass2nmeren
o meets the requirements in [_| 35.50(e) [_]35.51(c) [ ] 35.390(b)(1)(ii}(G) [[Jase90(c) tor _
D N/A types of use, as documented in section(s) of this form,
Ai.1-c|' -------------------------- L R I R N N N N N BN I I I I B I A A R R R R S I RN 3 dFAassaTnetse R Pat R Es ARV ADAENTYEPREESD
L__] has achieved a level of competency sufficient to independently operate a nuclear pharmacy (for 35.980), Or
D has achieved a level of competency sufficient to function independently as an authorized
for uses (or units); QF
D has achieved a level of radiation safety knowledge sufficient to function independently as a Radiation Safety

Officer for a medical use licensee ; OF
! I N/A

11d.
D I am an Authorized Nuclear Pharmacist, OF D | am a Radlation Safety Officer; OF

D | meet the requirements of section{s) of 10 CFR Part 35

or equivalent Agreement State requirements to be a preceptor [:] AU or D AMP

for the following byproduct material uses (or units): 5

a(}/%“ a/'

/9!

Ocdnge, A 7;9—?6{' _02-7&-30

e )
C. N RECEPTOR (print clearly) D_S&IGN RE - PRECEP
; AvL- Lizste 4B %/ /1
7

TOTAL P.B9



