Physictans Imaging Center
New Jersey

Materials Licensing Branch Br }
U.S. Nuclear Regulatory Commission, Region 1

475 Allendale Rd.

King of Prussia, PA 19406-1415

Ph: 610.337.5000

Re: License No. 292804101 (03030030
Dear Sir or Madam,

This is 2 request for an amendment to our NRC license to add Mr. Peter Rossi, M.D., as
an Authorized User for cardiac procedures.

Copies of documents verifying Dr. Rossi’s training and experience are enclosed.
Please feel free to contact us if you need any additional information.

Sincerel):,
7 . ‘

Charles H Rose, MA, MDSPH, D(ABSNM)
Administrator

Physicians Imaging Center

180 Avenue at the Common

Shrewsbury, NJ 07702

Ce: file

Enclosures
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T IR R T &, NUCLEAR RESULATORY COMMSSION | , ),
tjoacﬂ) - : pd
' AUTHORIZED USER TRAINING AND EXPERIENCE | oortrves s s wo, sk
l AND PREGEF | UR A TTESTATIUN | B iwoviiae
(far uses defined under 35.100, 35.200, and 35.600) l
{10 CFR 39,19V, 32.L9v; @1 vuaavy { {
e Sy " J
FOGITS O Fiupraes Auimiiced UL U gtate or Tarritary Whare Liconsed: |
!Pett-r A. Rossi M.D., FAC.C. 3 State of Florids

Requestad Authorization(s) (check a/ that apply)

T 55,100 Upteke, Jiiudon, und szorstion studles

(/] 38.200 Imaging and docalization stdies

‘l:l 35.500 Seslad sources for diagnosis (speclly device )

BART | — TRAINING AND EXPERIENCE
(Select onw of the three rrethods befow)

* Training end Experience, Incudiny board certficabon, must have been obtained within the 7 years precedin
the date of appication orthomdhgdudmwunvo ottained reled uﬁuwuemwﬁmardm&mmga
the raquired training and exporience was compieted. Provige dates, duration, and descripiion of continuirng
afocation and related to the Lses ehacked above.

1. Poard Coptification
@. Provide a capy of the board certification.
b. If using anly 35,500 materials, stop hore. o using 35,400 and 35.200 mstartals, akip ¥ and compiste Pan l}

Preceptor Altestation.
2. rrent 35.300 Authogized UReC 54 dditional 36,290 Aut ation
a. Autiiorized usar on Materfals License  mesting 10 CFR 35.360 or equivilent Agreemnt

State requirements seeking authcrization for 35.280. '

b. Supervised Work Experianca, . ]
[f more than one supervising indivdual (s mecessary & document supervised wark oxperience, provide mutiple

coples ofthis section.)
. | Locstion of Exparisncaliosnse or | Clock Dates of

Description of Experience | Permit Numbar of Facllity | Hours ll_Enpeﬂer‘oe'?
Elting generalor systems ’ 1 |
appropriate for the preparation of
radioactve truge 105 Bnaging end
‘Iomllzaﬁon pludiss, measwing and
testing the sluate for radlonuchdic
purity, and procesaing the cluste
with reagent kits to propare labeled
radioactive drugs l ]

Tota! Houvrs of Experiance: |

[Suparviging Wndividua! “Tiicense/Pamit Number ating supervising individual 8o &1 ]
‘ | mvthorized uaer

[
r
'

PPN R

PN

}W meeta the requirements balow, or equivalent Agreamernt requirerments (chock all that apply).

|  [Jasze0 [ ] 96.390 + gensrator exparience In 32.290(c)(1)(KG)

4 : M
NAG FORMSTOA (AUD) (10207} R GRLREL VG ED FAPER At 1
Z1/6@  3ovd
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PASCA--CARDIOLOGY
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NS NCLEAR REGLL ATORY CONMESIAON

NRC FORM 393A (AUD)
27 AUTHORIZED USER TRAINING AND EXPERIENCE AND PRECEPTOR ATTESTATION (continued) |
S AP A ]
E 3. At I ET S M R 4 ’ Tatdtd acal
a.‘ Crassroom ang Latromfory Traiving.
. Dascrigtion ot Vrairing Location of Trawdng l f‘:’:‘ m,g,
| INME Tratning Cless 50 Jume 22,2008
Radiation physice and
narumenaton
) |
r =
Radiation protection INME Yraming Class 15 ‘Jm 22,2008
f | 1
| |
Mathematics pertalning to the use (INME Training Class 10 une 22, 2008
and meastrermont of radicactivily
4 |
Chemistry of byproduct material .
for medical use (not required for INME Traming Class 15 ‘J“DQ 22,2008
35.590) : |
Radiation biology INME Trainiug Class 10 June 22, 2008
Total Hours of Yreining: 100
b. Supervissd Work Experianca (compietion of thia table Is nat required for 35.580).
(¥ mare herr one SUpeniSinNg nohidue) s necaseary 10 tdocument supervised work experiance,
provide multiple coples of this section.)
Supervised Work Experlence Total Houre of \
Experionce:
Deecription of Expetience Location of Experience/Licenss or Dates of &
Must Include: | Pormit Number of Facillty Cont | Experience*
Ordering, recelving, and unpacking [Pasco Cardiology Center, Florids /] Yes |sce attacired
radioactive materia's safwly and
performing the relatexi radtation D No
e
Performing quality control
procedures on instrumerts (sad to Pasce Cardiology Center, Rlorida 7 Yoo 3¢ attachied
determine the activity of dosages
and pertaering chacks for proper [ INo
i operation of survey meters | J | K
— PAGE 2
cl/v0  Iovd
SWILSASON 9960TPSEBE  SZ:TT  9882/64,77
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FORM B13A (AUD)

(O3 o1 I THORIZED USER TRAINING AND EXPERIENC
SN Ry o

e CLIAR HSGUCATONY CONMIS SN }
£ AND PRECEPTOR ATTESTATION (continued)
et A

D e——

3. 2 and Experience for Propopad Author ar (continuad)
b, Supervises Work Expanenos. {contitued) ,
Deacription of Experience Location tf ExperiencellLicense of Dutes o

{ Must Include: ‘J Permiit Nuriber ot Fachity ‘ Confirm “ Expeﬂwwa'_‘
{Ca!culatm. measuring, and salely [Pases Cardiology Ceater, Flovids /] Yo attached
preparing pelient or human rosaarch

ki doeages ] No |

.

Uping administrative controls 1o Mcmym,nw /) Yes attached
prevent @ madical evant involving the

use of unseaied byproduct matenal | J 1 Neo |

* Using procedures to contain oplled  Pasco Cardiology Center, Florida m Yes |see attached

byproduct matesial safely and using

proper decontamination procedurss {INe

}mmm dosages of radioactive |Pasco Cardlology Center, Florids [/] Yes }uo attacked
druge $0 patierts or nynan resoarch

subjecis [Ine

Eluting generator systems appropriafs Advamced Speclalty Pharmacy, Florida (/] Yes below '
for the preparation of radioactive

drugs or imaging and focalizagon [INe

1mdb¢. measuiing and teating the ’
Snvahe o edinclidi; pudy , and

processing e eluats with reagent {

kits to prepare labeled radicactive

drugs } J l —
Suparvising Lodividual 'License/Pemt Number listing supervising individual as an

| authorized uaer

‘}llmg-'h Lim, M D, p723-1 }
',w ek tha tegairemsnts below, or equivalent Agreement Stats requirsmenta (zheck one).

| [Jss.1e0 [Z)3s2e0 [ ]35.390 [7] 35.390 + generstor experience in 35.280(c)(1HIXG)

c. For 353590 orly, provide SoCUIMBTMEGON of training on \ee of v devce.

|

{ Device | Type of Tralning t tocation and Oses 7
ﬁiﬂm uwdon Geaerator Traming Advanted Specialty Pharmacy |
416! Generator ]’ﬂ 1 W, Buach Bivd.
Dry Column [Fampa, Flon 63-01-08 f
. ‘ 1

1 1 _

Atteatation,

4. For 35.500 uses only, stop here, For 35.100 and 35 200 uses, 9kip 10 und cornplete Part Ll Preceptor |

<1/58  3ovd
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F!.ug 11 2000 11:41AM PASCX CARDIOLAGY 7275731787 Jre®

FORE STIA (ALUD) US. NUCLEAR RBGULATORY COMME SION

o2 4 ' YHORIZED USER TRAINING AND EXPERIENCE AND PRECEPTOR ATTESTATION (continued)
i M— S S

PART il - PRECEPTOR ATTESTATION

INoie:  This past must be completad by the individual's preceptor. The precepiar does not have o be e suparvising
Individual as long a8 the preceplor provides, directs, or verifies training and experience required, f more then
one precepior s necessary to document experisnos, chtain a separale precepturetatement from each. (Not
required to meet tralning requirementa In 35.59()

positon sought and not attesting to the individual's "general ciinicat competency.”

iFlms«tiun
Chack one of ihe following for sach use requested:

EFor35.190
Bogrd Gerfifation
DIMM . hes satisfactorily compieted the requirements in
T Narrw ot Propovad Avtharzed User

10 CFR 35.190(a)XY) e am acvenest & level of compete oy wiicent o function indegandantly as an
authorized user for the medical usss autharized under 10 CFR 35.100. ,

OR

Training snd Exporence
[ sttest that has satstactorily completed the 80 hours of traning ard
AT Of Propasad Ruthartoed User

experience, ncluding @ minimum of 8 hours of classroom end laboratary training required by 10 CFR
35.490(EH4), and e aheved aievel N SATPAREVDY wificland to oo indespandently asan
authorized user for the medical uses authortzed under 10 CFR 36.100.

For 35,290
Boarg Centification .
((]vatest trat has satisfactorily compiated the requiremarts In

N of Proposed Auionded Usor

10 CFR 35.290(a)(1) anc has achisved 3 lavel of competency sufficient to function independently as ar
atrzEd veer To1 ¥ne adital et SARHOF T Wit 10 CFR 35 100 and 35.200.

OR

Training and Experignce

) tatiestthat  Peter A. Rossl M.D. has satistsclorily completed the 700 hours of tralning
Name of Propastd Authorized Ueer

and expanence, Including 3 minimum of 80 hours of dassreom and labaralory training, required by 10
CFR 35.280(c)1), and hes achleved a level of competancy sufficiont to funcion independently as an
authorizad ueer for the medical usss authorized uncder 10 CFR 35,100 and 35.200.

B;mmmmhm,upmrhwmmummum has knowledge to fuifill the duies of the

ST il SUURn vl SRR

Second Section ‘
Complots the following for precepior attestation and signature:
1 meet the reguirements below, or squivaient Agresment State requirements, 20 an authonzed user for;

[]35.100 35290 | 35390  [] 35.390 + generator axperience

Telephone Number [Dm

Licsnsa/Penmit NumbacF aclity Name

Name of Preceptor Signature ~
aapg-Ts Lin, M.D. ( BL\-'\_j _’h An 727) 368-5404 08/05/2008
LR

2723-1 Pasco Cardiology Center 14153 Yosemite Dr. #2020 Hudson F1. 34667
& e “ﬁ_\-w PAGE &
¢1/98 3ovd
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— ‘ PASCO CARDIOLOGY CENTER ~

Mei1 Chang, MD,, 2ACLC.
Huang-Ta Lin, M.D., EA.C.C.
Peter A, Rossi, MD.,, FA.CC
Wemer Jauch, M.D., FA.C.C.
Charles Saniour, M.I.

Prece Statement of Clinical and Work Experience

July 15,2008
To Whom It May Concern:

This Jetter is to affimm that Peter A. Rossi M.D. received training and experience at our
institution, Pasco Cardiology Center, Inc. in imaging and localization studics. The
Precepronbip began i Ootober 1996 and continned until March 2008

During this training program, Peter A. Rossi MLD. received not less than 500 hours of
supervised work experience and not less than 560 hours of supervised clinical expericace.
The experience of Peter A. Rosai M.D. was gained under the supervision of an '
Authorized User.

The supervised work experience included ordering, receiving, and unpacking radioactive
materials gafely and performing the related radiation surveys; calibrating dose calibrators
and diagnostic instruments and performing checks for proper operation of survey meters;
calculsting and safely preparivg patient dosages; using admimistrative cantrols to prevent
the misadministration of by-product material; using procedures to contain spilled
byproduct Tnterial safely mmd using proper decontaminetion proceduses.

The supervised clinical experience inciuded examining patients and reviewing their casc
histories to defermine their suitability for radioisotope diagnosis, limitations, or
contraindications; sclecting the suitable radiophammaceuticals and calculating and
measuring the dosages; administering dosages to patients and using syringe radiation
shields; collaborating with the Authorized User in the interpretation of radioisotope test
vemults vl patient follow-up.

Siocerely,

[l

Huang-Ta Lin M.D} F.A.C.C.

Authorized User
Florida RAM# 2723-1
\ 5307 Main Street, Suite 102 3633 Little Road, Suite 101 14153 Yosemite Drive, Siuite 202
New Port Richey, FL 34652 Trinity, FL 34655 —_—— Hudson, FL 34667 ~
¢l/.8 3Fovd T s o PNV e CAnA
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Preceptor Statement of Clinical and Work Experience

July 15, 2008
To Whom It May Concem:

This letter is to affirm that Peter A. Rossi M.D. received training and expesience at our
institution, Pasco Cardiology Center, Inc. in imanging and localization studies. The
Precoptorshin began in Qctaber 1996 and continued until March 2008.

During this training program, Peter A, Rossi M.D. received not less than 500 hours of
supervised work experieace and not icss than 500 howrs of supervised clinical experience.
The experience of Peter A. Rossi M.D. was gained under the supervision of an
Aufhorized User.

The supervised work experience included ordering, recciving, and unpacking radioactive
materials safely and performning the related radiation surveys; calibrating dose calibrators
and diagnostic instruments and performing checks for proper operation of survey meters;
calculating and safely preparing patient dosages; using administrative controls to prevent
the misadministration of by-product material; using procedures to contain spilled
Pyproduct mezerial safely and using proper decomtamination pracedares.

The supervised climical experience included exaatining psticnts and reviewing their case
histories 10 determine their suitability for radioisotope diagnosis, limitations, or
contraindications; selecting (e suitable radiopharmaceuticals and calculating and
measuring the dosages; administering dosages to patients and using syringe radiation
shields; collaborating with the Authorized User in the interpretation of radioisotope test
results and patient follow-up.

Huang-Ta Lin M.D., FACC.

Authorized User
Florida RAM# 2723-1

Sincerely,

Z1/80 :
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PASCO CARDIOLOGY
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FUNDAMENTALS
Radioisotope Handling
Aftestation and Certification
Completion and Competency

Thin docsnt s on offidasit thed
Peter Rossi, M.D.

has ssicvesaficlly compieied tie prescribed didactic progrem of
edurntion aud }ns ackieoed The dbjectives of this program
“Mﬂmm

Tids Program provides fie following leoeds of doriimn od acongplisiowent
M)  Conliessing Bdrarmtion Unis (CEL)
X0 Didacticimtmcsioral Hooes (T8F)
WCIRG/ABA 73600
Boasd Aaepled Hines NUSFEX, NMICB
ABRMESO, ABR, ABNM, CENC

38354160066

__%»—f— Fune 22nd, 2008 204329

Cartifying Officisl Dube Completed _ Castifiestion
Institute for Nuclear Medical Education

Qarbiied, Yegulsled by the Division of Pivat Oxapationsl Sebocii Deprchasss of Figher Kcditalion i Cokeado. Velkiaied by e Amerions Cooscdl an
Rdwmcnilon p;hu?mmwwaumw Licorsmed by NEC & Apummend Stoles.
‘.'

;
)
.
'l
|
.
1
|

12/¢9/2008 11:25

Aug 11 2008 11:42AM
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5 STATE OF FLORID |
EPARTMENT OF HEAL TH
BUREAU OF RADIATION CONTROL

RAD’OACTIVE MATER)
SUPPLEMENTAL ,s\rligé-v"CENSE

8 With reference 1o corres

fLicorme Number 2723. TS Stato of Florda Radioactive

Materiat

:

g
)

ol .

el ),

L 64E-5627 (Bxﬁﬁff’ge‘ ] T -
! B.  The radiatide safer) 0
] " .
'_'_1 ;-:uxrml_;ﬁ
Licenge Number: 27231
Amendment N ~ LICENSEE COPY Category: -

Control Number: 20080215-0238 Page 1 of 2 Page(s)

IR T e - e om N
— % = - =

Expiration Date:1 1/30/201 15
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RADIOACTIVE MATE
SUPPLEMENTAT'ghgé"_CENSE

Kimberfy

Regulatory Specialist |
;"‘;'3 Bald Way — Bin C21
allahassen, FL 32390-174¢

Amendment No.: ’ LICENSEE copy Catogory:

Control Number: 20080215-0238 -
, Date:11/30/201 1a

$ e e g )
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FUNDAMENTALS

Radioisotope Handling
Atfestation and Certification

Completion and Competency
This document is an affidavit that

Peter Rossi, M.D.

has successfully conipleted the prescribed didactic program of
education and has achieved the objectives of this program
as evidenced by written examination

This Program provides the following levels of docunienled accomplishment

100  Continuing Educmation Units (CEU)
10 Didadtic Instructional Hours (DIH)
In compliance with 10CFR35/ AEA 73-689
100  Board Aarepted Hours NUSPEX, NMTCB
ABMRSO, ABR, ABNM, CBNC

June 22nd, 2008 204329

Date Completed Certification

Institute for Nuclear Medical Education

Certitied, Approved and Regulated by the Division of Private Occupational Schools, Department of Higher Education in Colarado. Validated by the American Coundil on
Education (ACE), recognized by the American Assodation for Collegiate Registrars, Counxil on Post-Secondary Education. Licensed by NRC & Agreemen] Staies.

Certifying Official




Thisis to acknowledTe the receipt of your letter/application dated

l r}.‘ q 0/9 , and to inform you that the initial processing which
includes an administrative review has been performed.

IX] Therage\r%ecé!&rgd-r C Df{*{)%a L( ‘ _0 ‘ )

nistrative 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 lL‘l 30621—1
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



