Physicians Imaging Center
New Jersey

August 13, 2009 K Lf

Meiterials Licensing Branch

" U.5. Nuclear Regulatory Commission, Region 1
473 Allendale Rd.

King of Prussia, PA 19406-1415

Atin: Steven Courtemanche
Ph: 610.337.5000
Re: License No. 29-28041-:01 (30300230

Dear Mr. Courtemanche,

Enzlosed you will find new documentation for Narendra Upadhyaya, M.D.

Please disregard the previous submission of Handling Experience as the cutrent
dovurnents are simplified and, as attested by Dr. Cicio, current.

W apologize for the coufusion and will now be more attentive in providing clear,
valid documentation.

Sincerely,

A, MDSPH, D(ABSNM)

‘ . Rose,
Acministrator
Physicians Imaging Center
18 Avenue at the Common
Shrewsbury, NJ 07702

Cce: file

Enclosures

14340
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Fgg“c“’fm 3134 (aUD) U.S. NUCLEAR REOULATORY COMMISSION
AUUTHORIZED USER TRAINING AND EXPERIENCE

AND PRECEPTOR ATTESTATION EXPIRES: 3/31/2012
(fcr uses defined under 35.100, 35.200, and 35.500)
[10 CFR 35.190, 35.290, and 35.590]

APPROVED BY OMB: NO. 31500120

i e R A T

Name of Proposed Authorized User $tate pr Territory Where Licensed

Narendra Upadhyaya, M.D.

Requested Au horization(s) (check all that apply)

35.100 Uptake, dilution, and excretion studies

11 35.200 Imaging and localization studies

D 35.500 Seiiled sources for diagnosis (specify device )

PART | -~ TRAINING AND EXPERIENCE
{Select one of the thres methods below)

* Training aml Experience, including board certification, must have been obtained within the 7 years preceding
the date of ipplication or the individual must have obtained related continuing education and experience since
the requirec training and experience was completed. Provide dates, duration, and description of eontinuing
education and experience related to the uses checked above. :

[] 1. Board Certification

a. Provide a copy of the board centification.

b. If using only 35.500 materials, stop here.  if using 35,100 and 35.200 materials, skip to and complete Part il
Prece|tor Attestation:.

il:] 2. Currer 1 35.300 Authorired User Seeking Additlonal 35.280 Authorization

a. Authoiized user on Materials License meeting 10 CFR 35.390 or equivalent Agreement
State requirements seeking authorization for 35.280.

b. Super/sed Work Experience. _ : .
(1f moie than one supervising individual is necessary fo document supervised work experierice, provide multiple
coples of this section.) ‘

R B B P R e

Location of Experience/License or Clock Dates of

Deszription of Experience Permit Number of Faciiity Hours | Experience*

Eluting gunerator systems
appropriate for the preparation of
radioactive drugs for imaglng and
localizaticn studies, measuring and
testing ths eluate for radlonuclidic
purity, ani processing the eluate
with reagent kits 1o prepare labeled

See Attachment A

radioactive drugs
Total Hours of Experience:
Supervisir g Individual éuceynsglPermit Number listing supervising individual as an
Modestn R, Quintero, RPh, WP : {authorized user
Radiopiarmacist, GE HealthCare i FL MP 209 & PS 14894

i

.............. .

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

35200 [ ] 35.390 « generator experience in 32.290(c)(1)(i)(G)

oot e e S P . — e
NRC FORM 3134 (A1) (3-2008) PRINTED ON RECYCLED PAPER

S1/E6 - Zovd SWILSASON . 99@8TPSERS €5:6T - 6BBE/ET/B0



Iongm
INRC FORM 313A (AUD)
(3-2008)

a, Clastiroom and Laboratory Training.

I ] 3. Training and Experience for Proposed Authdrized Useor

Lo e e

S S S ooy
U.S. NUCLEAR REGULATORY COMMISSION

AUTHORIZED USER TRAINING AND EXPERIENCE AND PRECEPTOR ATTESTATION (continued)

surveys:

Joi ; S Clock Dates of
Cescription of Tralning Location of Training Hours Training®
- o INME 150
Rediaficn physics and 5660 Airport Blvd, Ste. 101
Boulder, CO 80301
1.800.548.4024 ]
~
Radiaticn protection 28
P Same as above 45 ERS:
e
|
0 A |
3
o
i ini 30 =3
Mathematics pertaining to the use Same as above =
and me:surement of radioactivity o
Gy
=1
=)
i 0
Chemis ry of byproduct material Same as above 45 &
for med cal use (not required for : !
35.580) ‘
Same as above 30
Radiaticin biology
Total Hours of Training: 300 hrs
b. Supurvised Work Experience (completion of this table is not required for 35.590),
(f more than one supervising individual is necessary to document supervised Work experience,
provide multiple copigs of this section.)
Supervised Work Experience Total Hours of
Experience: ‘
Duscription of Experience Location of Experience/license or Confirm Dates of
Must Include: Permit Number of Facility Experience®
Ordering, receiving, and unpacking
radioaclive materials safely and See Attachment B [3 Yes
perfonring the related radiation ] No

Performing quality control
procedires on instruments used o
determ ne the activity of dosages
and peforming checks for proper
operation of survey meters

See Attachment B

1

[y Yes
[] No

ST/v@ . 39Vd

SWILSASON

996B1rSELE
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B
RC FORM 3134 (AUD)

AUTHORIZED USER TRAINING AN

IN
(342008)

D EXPERIENCE AND PRECEPTOR ATTESTATION (continued)

U.5. NUCLEAR REGULATORY COMMISSION

3. Training and Exgeriencé for Proposed Authorized Usar (continued)
b. Supervisad Work Experience. (continued) k

S i

Duscription of Experience Location of ExperiencelLicense o Confiym | Datesof
Must include: Permit Number of Facility Experience”
Calculating, measuring, and safely : [X] Yes
preparing patient or human research See Attachment B
subject 1fosages [ ]No
Using administrative controls o Yes
prevent a medical event invalving the See Attachment B
use of unsealed byproduct material [ INo
Using procedures to contain spilled IX] Yes
byproduct material safely and using See Attachment B
proper clecontamination procedures ] No
Administering dosages of radicactive m Yes
drugs {c patients or human research See Attachment B
subjects. [ No
Eluting jenerator systems appropriate Y
for the treparation of radioactive © - GBE HealthCare [X] Yes
drugs for imaging and localization See Attachment A [ JNe
studies, rmeasuring and testing the
eluate fior radionuclidic purity, and
processing the eluale with reagent
|kits 1 prepare labeled radloaclive
drugs

Supervising Individual

iLi‘:enselPermit Number listing supervising individual as an

tauthorized user

H
|
Jisiy

Supervisar meets the requirements below, or equivalent Agreement State requirements {check ons).
(7] 35.390 + generator experience in 35.290(c)(1)(IH(C)

x] #6.190 35.290

[]35.390

,,,,,

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

Device

Type of Training

Location and Dates

N/A

d. For 35.500 uses anly, stop here. For 35.100 and 35.200 uses, skip to and complete Part Il Preceptor

Aftostation.
s — S — PAGE 3
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Aug 13, 08 09:00a Dr. William: Cicio

23

T - 5 RUGLEAR REGULAT DRY COMMIESION
' AUTHORIZED USER TRAINING AND EXPERIENCE AND PREGEFTOT ATTESTATION {(somtinued)

] Pmlwmawronnmwmm
Nom:  This |;aanuuﬂhempM'bymeWs pressptor. The preceplor doss
indvil:iudasrwasmemwwm g verifice dmining and
one precaptor is necess@y © gocument experienss, obtain 3 ¢
zmmmmmmnmminas.mx o

the boxae balow, the presptor is mmmimivmmm

owiadgs to fullil the duties of the

By cliecking
MIMWWMM&NW Tpengri clinical pampekency.”

Firat Sectiol)
Chech ane 0 f e {ehowing for eath ues roguosted:

Eor 38180
a.anum : .
(] 1atestthat has satisfactorly compisted the requinEmTents In
Roas o Frpesel ASene Uer : ;
level of compstancy sufficiant o fnction indepententy as an

10/3FR 35.190{)1) and has echioved 3
mmmm&mmwwm under 10 CFR 34.100. .
OR

Training and Experience
) atest a2 has satistactarily compistad the 80 houre of sainlng and

‘ proegris—T TP
mwm.mw' ,3md8mddasmandmt\:m fequired WWCFR
{j5.100{c)1), und has schisved! 3 level of campatency sufficient 0 indepengently 58 an
[thorized user br”wmedw usss autherized under 10 CFR 35.100.

For 36230 ; ‘

Boapd Corfieion :
[ | wiest Ot nas satisfactorily compieted The feQuINeMBMS &

Hlarms of Guoposed Autharitd Laee
of campetency suthaant 1 funciion Indepengenily &6 &0

1DGFwa1)a\ﬂm achieved a tavel :
wonwmmﬂmmuume CFR S5, 160 and 3200,
OR

Triniig end Expericnce
(X  mtost toat Narendra Upashyays, ¥.D. has sptisfactarily complatad the 700 houss of traring

: mdmhmw
= meindcroort af 80 hours of claseraom and jaboratoy training, feguired by 10
sulficiond 1o function indegendanlly &5 =0, .

an4 eprronm, nchaling 3 W

cmasmem;wmmuamamm j

aulonzed ueer for he medical usas aumhtrized undsr 10 GFR 35.100 ang 35.200.
M—__'u—w

fellow'ag s peacapiar sttontation Bno signature;
} | raiet the requincments baiow, or squivaiant Agrecmans State requinements, as

.58 [¥] 25280 [jssfan %30

& Frece 1o ‘ Sigratise ¢ | Pelmons Hussbas
£60.350.7724

wilifem Cicio, 8.0

ComnaciPirmit NumbauFuclity Name ;
28{16-2, AT, DE-17392-01 f(See xtachment Bl
k ‘ [T 1]

=

51/98. . 39vd | .
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Attachment A

GE Heoltheare

16725 MARKS WAY
MIRaMAR, FL 33025
USA

T+1954432 4255
Fel 954432 4520

July 22, 2008

Dr. Narendra R. Upadhww MD
2301 N. University Drive

Suite 108

Pembroke Pines, Fl 33024

Deear Dr. Upadhyaya,

This document is to certify, that Dr. Narendra R.Upadhyaya M.D..
mmwmwmw prnpeﬂyeluted a molyt?de-
nuniAechnetium generator at least twice, and was present during the prepanation
of natiple radiophemaceutical kKits.

During hbvisﬂhemsﬁmyﬁammmemofnnﬁybdmumbmwhw |
Alurninum testing of Tc8® Eluate.

Alsu during his visit at GE Healthcare, he was present under the supervision of
fwe ﬁud:grpharmadsu and saw the dispensing of doses to medical facilities

Hewaabopmﬁaqud&wawmmpmwmthphm-
maceutical iits.

were preparing doses for delivery, follawing the DOT guidelines.

Craven e Shatre Crpvemyos

§1/48 . 39vd SINTLSASON 3988 TPSERE €G:GT. 6BBT/E1/80



Aug 13 09 09:00: Dr. William Cieio

L x. Narendra Upadhyayz, M.D.

Attachment B
(For NRC 313A 3.h, Peges 2 aoc 3

1. 1981 - 1994
M, Sinal Medical Center
4300 Alzan Road
Miami Beach, FL 33140

<. Florids Instituts of Cardiovascular Care, PA

33180

Ho “\Iouwo& L. L

. Oct 28, 2008 — Present 3zond
Upa Caxdioiogy, fuc. '

2101 N, Unjversity Drive

Suite 106

Pembroke Pines, FL 33024

License #2506-2

License #4093-01

BOUSDU 740

R~ A
Wiliam Cigio, M.D.

Anthorized User
FL 2806-2
FL 4093-1
06-17892-01

G1/80 Fovd SWILSASON 9988 TySELT
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Aug 13 09 08:68 Dr. William Cigio 8603507725 .

INME =~ —

‘ wr ical Education
Institute for Nuclear Medicay 2028

U

B

Angpst 12,2009

Ligsusnd
Nug Reg Geman [NRC)
Agregmeny SIS

5 Dont Bl
am Coune| Bducpdion Dr. Cicio:
NUSPEXBESA )

Armcepted We are working with D, Narendva Upaghyays, M.D. ® assist hiw in

??;cu 18 obtaining his Yiconse as an Antoorized User (AU), We have somc existing

10 CFR2D jon signed by you; however, We nsed revision of those
10 CFR 85 :

AECTS mmmmmwm

: ! am € ® % m:’
' :",ﬁ;':‘ﬁ.hm lemwmm&mrmwmﬁmm

:ate changes clearly ot the document. Then sign and date where

Cagpfoaddid o dicated, and £ back 10 our ofice.
College
aﬂﬁ‘% Action Required:
Narreo o Revicw for accurasy
GEUMACET o Put dates in 82 of Attachment 5
e « Sign zod date Alachment B
o Sign and datePage 4.

Plsése feel freo to contact me 3l 105.541.0044 if you have any questions or

e ‘—.—_W Buie 101 # Bouldar, Calotado BO301
E - gt ‘ ‘dedical Educsion = 555D Arpont Stevals, > Bouie m
(&ﬂ&@mﬁs‘% 5210044 ¢ FAX (303) 541-0088 © Inme@nuciearcardiology.cam uclearcard

S1/68 - 39vd SNTLSASON 9988 TPSERE £8:GT 6BBT/ET1/80



PAGE - 18/15

EXTENDED COMPREHENSIVE

Radioisotope Handlin

Attestation and“.CertIﬂcatlon

Completion and Competenic
‘ﬂiu document és ari aﬁifam that . ¢

Narendra ®, Upadhyaya, MO, TTﬁCC |

has successfully completed the prescribed didectic program of
education and has achieved the ob;echves of this program
as evidenced by written examination ~

MNCSYSTEMS

This Program provides the following levels of documented aocompltshmem

_100  Contirusing Education Units (CEU)
100  Didactic Instructional Hours (DIF)

" tncompliace with 10CFR35/ ABA 73689
100 Boa:dAmephedlhnsNLEPEX,NMl@
ABMRSO, ABR, ABNM, CBNC

January 23, 2009 . 204355"-

3035410066

Centifylng Official Date Completed . " . . Centification

Institute for Nuclear Medical:

by
Appnwadandﬂcguhﬂedbyihx[vakmtﬁPﬂvak(lxupuﬂumﬂSdkmhyDEPNHn!uaa!lﬁﬂhltﬂhmaﬂmihs(hﬁ:nda.Viumniahyﬂuy
' erican Assnclation for Coll lsﬁeghkuw<3numuonrhn{hq:uhqyEdumuhn.Lkumudtyhﬂ#:&JqpaumunSH

pe/13/2609 15:53




CERTIFICATE OF COMPLETION

HAZMAT TRAINING - RADIOCACTIVE MATERIALS

This document is an aﬁid'amt thae
Narendra R, ’Upadkyaya, MD, FACC

Has received training and has been tested as
required by 49CFR 172.704(d). This
training was limited to diagnostic
radioactive materials received or offered for
shipment in approved Type A Packages,
Class 7, UIN2915, Yellow II.

NCSYSTEMS

il January 19, 2009 . 204356

Certifying Official Date Completed Certification

Institute for Nuclear Medical Education

< Cemﬁed Approvel ard Begulsled by the Division of Private Oocupationat Schools, Department of Higher Education In Colorads. Velidated by the Amercan Coundil on
o] Bducation (ACE), recognized by the Americen Assodation for Colleglale Regisirars, Coundl on Post-Secondary Bducailon, Lirensed by NRC & Agreement States.

3035410866

#8/13/2009 15:.53




PAGE  12/15

NCSYSTEMS

36354106066

©8/13/2089 15:53

| N‘UCLEAR HEDICAL EDUCATION PROGRAM

Affidsvit of Acedomic Compiletion and commteney

Whmmm

and lss provided evidence of axendance Iv :mmmudwemdmm
the olyfestives of shis program tlrough examination.
This program provides the following tevels of accompliheient:

i Didartic iseSruitionsl Heure (DI)

aaww: 10CTRIE]

uﬂmmmm.co

mmamauﬂrd Bepetoomnl. b Colurailn, Voldunl W Qo lnsmllt |
el bﬁﬂll‘ﬁ,d_ mien, |

hmmm



PAGE  13/15

]
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[0
S
[£1]
]
Pt

38354166866

98/13/2089 - 15:53

R SRR, 599

U/ A0/ 2een 19 s

el

' nucmn mmcm. nnucnmn moam

and competonc!

T”nuthNUuﬂmﬂhc

MuwuwwamﬂuundaMuMMﬂ
ZRADWOEHUENIACEMHMOALBJUMDCHHHIEIEB!

aggmﬁQQﬂnud“ﬂﬁﬂﬂﬁﬁﬂﬂwnﬂMMM#QWNﬁm
ond mmdr&mpﬂ thrusigh enminglbon. ;

190492
FOR NUCLEAR MEDICAL EDUCATION
eboridpreag] wuum \vhﬂllﬂ"" h

Sl S e W



PAGE 14/15

NUCLEAR MEDICAL EDUCATI()N PROGBAM
Affidavit of Acudomlc Comgletion and compotonoy

muwmm

mscmns OF RADIATION PHYBIOS

evidesce of atierdlance i thl3 progrom 6l evidence of achieVing &§
asd hax provided d e .

8se objectiver of ih)s prog reom throiigh
This progrom provides s following levels of accompilalanent:

NCSYSTEMS

w
(Vs )
v
®
fond
=
iy}
m
]
m

R EIRABIY :

E FOR NUCLEAR MEDICAL EDUCATION
e e s L

B Lpitm 150, 36

08/13/2009  15:53




PAGE = 15/15

NUCLEAR MEDICAL EDUCATION PROGRAM i
Affidsvit of Academic Completion and Competency |

This docament Us to altgal that  aa

e "'v) . ; 3 .

L

ey didactic progran
MEDICAL RADIATION PROTECTION

and ha provided evidance ¢f atsendance s slils progrem and svidancs of ashisving
“the obfeceives of shid program srough axsndnstion.
ﬁ:?ﬁmyeﬂg'memgMIﬁum
(i compilange with 100FR30) .
_ 8 Cortisuing Réucation Units [CR]
e e ey e
Asnesiun PRasTascetionl Asscetstion asd the
Asmspican Assoclation of Hisalth oy
ilﬂluit::;uutnu*l--uhtul'udn|nun-iu-nl

NCSYSTEMS

38354106066

IIOWABALESS

98/13/2089 15:53
| Ul 1w/ ARRS  14% 44




