
May 19,2008 

Materials Licensing Branch 
U.S. Nuclear Regulatory Commission, Region 1 
475 Allendale Road 
King of Prussia, PA 19406- 141 5 

Ph: 610.337.5000 

Re: License No. 29-28041-01 

Dear Sir or Madam, 

This is a request for an amendment to our NRC license to add Ms. Fong Mei Young 
Chang, M.D., as an Authorized User for cardiac procedures. 

Copies of documents verifying Dr. Chang’s training and experience are enclosed. 

Please feel free to contact us if you need any additional information. 

Sincerely, 

Charles H. Rose, MA, MDSPH, D(ABSNM) 
Administrator 
Physicians Imaging Center 
180 Avenue at the Common 
Shrewsbury, NJ 07702 

Cc: file 

Enclosures 
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State of Florida 

IRC FORM 313A (AUD) 
o-m, 

US. NUCLEAR RWIJLATORY COWSSJOH 

APPROVED BY WB: NO. 31504 
EXPIRES: 10/3lMOoB 

AUTHORIZED USER TRAINING AND EXPERIENCE 
AND PRECEPTOR ATTESTATION 

(for uses defined under 35.100,35.200, and 35.500) 
[ I O  CFR 35.1@0,35.290, and 3S.SSW 

a 

lame of Proposed Authorized User I State or Territory M e r e  Licensed 

1 - ] 35.500 Sealed sources for diagnosis (specify device 

__ ~ - - ~ _ _ _ _  -~ 

PART I - TRAINING AND EXPERIENCE 
(Sdoctone of the three medhods below) 

Training and Experience, including board certification, must have been obtalned within the 7 yean preceding 
the date ufapplication or the individual must have obtained related continuing education and experlencs since 
the required training and experience was completed. Provide dates, duration, and description of continuing 
education and experience related to the uses checked above. 

] I. BoardCertificatron 

a. Provide a copy of the board certification. 

b. If using only 35.500 materials, stop here. If using 35.1 OD and 35.200 mateflab, skip to and complete Part II 
Preceptor Attestation. 

1 2. Curront36.390 Authorized User S eeklna Addi M a l  35.290 Auth OritatiOn 

a. Authorized user on Materlals Licenss __ 

b. Supervised Work Experience. 

meeting I O  CFR 35.390 or equivalent Agreement 
State requirements seeking authorization for 35.290. 

(tfnwre than one supervising indlvMual is necessary to document supervised wwk e x p e n c e ,  provide multipn 
copies of thls sedion.) 

Description of Experience 

Eluting generator systems 
appropriate for the preparation of 
radioache drugs for imaging and 
localization studies, measuring and 
testing the eluate for radionudidic 
purity, and processing the eluate 
with reagent kits to prepare labeled 
radioactive drugs 

Location of ExperienoeRicsnse or 
Permit Number of Facility 

Clock 
Hours 

Date5 of 
Experience" 

Total Hours of Experience: 

~ License/Pennlt Number listing supervising individual a5 an 
jauthorksd user 

SLqwnrising Individual 

~ -1 ...~.~~._................._..............~....-......_I-_ 

Supervisor meets tho requirements below, or equivalent Agreement Sfata nquiremnts (check all fhet apply). 

I 0 35.290 c] 35.390 + generator experience in 32.290(c)(l)(ii)(G) 

3C FORM 31% (AUD) (10-=7) PRINTED ohl RECXXELl PAPER 
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Description of Tralnlng 

Radiation physics and 
instrumentation 

7278631787 

Location of Training 

INME Training Class 

P -  3 

Mathemaka pertaining to the use 
and measurement of radioactity 

IRC FORM SlBA (AUD) US. NUCLEAR REOUUTORY c b ~ l S 8 1 c  
o-2wT) AUTHORIZED USER TRAINING AND EXPEFUENCE AND PRECEPTOR AITESTATION (continmeti\ 

ZNME Training Class 

a 3. Trainlna and ExB6rlem: et for Pmm ored Authorized USOf 

a. Classroom and Labomtory Training. 

Chemistry of byprodud material 
for medical use (not newired fw INME TrPinlng clnss 

1 INMETrrtingClw 

Supervised Work Experience 

Radiation protection 

Total Houn of 
Experlonw: 

Descrlpblon of Experience 
Must Include: 

Location of ExperiencrAicense or Dates OF 
Permit Number of Facility Expen- 

(35.590) I 

Ordering, receiving, and unpacking 
radioactive materials safely and 
perfrorming the related radiation 
surveys 

Radiation biology 

Pas00 Cardiology Center, Florida 

INME Training Class 

I 
I 

I Total Hoplnr of Training: 100 

Clock 
Hours 

- 

so 

15 

10 

15 

10 

Dates of 
Tralnlng” 

04-2808 

04-2808 

04-28-08 

04-2808 

b. Supervised Work Experience (completion ofthis table is not required for 35.590). 
(If mota man one supervising IndivMUal is necessary to document supervised work experience, 
pmvkle mume copies of this section.) 

1 Pasco Cardiology Center, Florida Perfotmlng qual* control 
procedures on instruments used to 
deternine the activity of dosages 
and performing checks for proper 
operation of survey meters 



P m 4  

Eluting generator systems appropriatr 
tar the preparation of radioactive 
drugs for imaging and kxalization 
studies, measuring and testing the 
eluate for radionuclidic purity, and 
processing the eluate with reagent 
kits to prepare labeled radioactive 
d w s  
Supervising Individual 

Huang-Ta Lin, M.D. 

M a y  '20 2008 8 : 2 1 R M  
PRSCO CARDIOLOGY 

Devlce Type of Tralning 
-1__- 

Coviden Elution Generator 
46Ci Generator Training 
Dry Column 

7278631787 

Location and Dates 

Advanced Specialty Pharmacy 
2901 W. Buscb BIvd. 
Tampa, Ff on 05-160s 

URG FORM 3f3A (AUD) U.8. NUCl..EWR REGULATORY COMUISSJC 
' 0 - 2 ~ )  AUTHORIZED USER TRAINING ANO EXPERIENCE AND PREcEmatz A~ESTATION Icontlnued) 

3. Trafnina and Fxmrience for P mm& Auth 0 '  med U r n  (contlnued) 
b. Surn-sed Work Experience. (continued) 

DescripUon of Experience 
Must lndu de: 

Calculating, measuring, and safely 
preparing patient or human researoh 
subject dosages 

Using administrative controls to 
prevent a medical event involving the 
use of unsealed byproduct materia1 

Using pmcedures to contain spilfed 
byproduct material safely and using 
proper decontamination procadures 

Administering dosages of radioactive 
drugs to patients or human research 
wbiects 

Location of ExperienceAicenlre or 
Permit Number of Facility 

Pasco Cardiology Center, Florida 
- 

Pnsco Cardiology Center, Florida 

Pasco Cardiology Center, Florida 

Wco Cardiology Center, Florida 

Idvanced Speialty Pbamacy, Florida 

Dates of 1 Experience* 

I 

j UcensdPeWmlt Number listing supervising individual (11) an 
j authorired user 

$723-1 
___..__._..__I___.__-.....-~..~--...... ~ ..___ ~ ___....___I_____... _.I__ ...-........-- ~ ......~...___I_..._____,-.-...~.- ~ ~ ...-- -- ~ -_____-._._.. _...__ ~ 

Supervisor meets  the requirements below, OF equivalent Agreement State requirements (check one). 

a 35.1 90 35.290 a 35.390 0 35.390 + generator experience in 35.29O(c)(l)(li)(G) 

d. For 35.500 uses only, stop here. For 35.100 and 35.200 u8es. skip b and complete Part II Preceptor 
Attestation. 

PAGE 
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ame of Preceptor 

uang-Tn Lh, M.D. 

7278631787 P . 5  

Signa Telephone Number Date 

(727) 868-5404 0!5/20/20Q8 

IRC FORM 11 SA (AW) US. NUCLEAR REGULATORY coMMlS816 
AUTHORRED USER TRAINING AND EXPERIENCE AND PRECEPTOR ATTESTATON (continued) 

qote: This part must be completed by the individual's preceptor. The preceptor does not haw 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 expm'ence, obtain a separate preceptorstatement fmm each. (Not 
required to meet training requlrements in 35.590) 

By checking the boxes below, the preceptor is attesting that the individual has knowledge to fulfill the duties of tt 
position sought and not attesting to lhe Individual's 'general clinical competency." 

1C-2007) 

PART I1 - PR€CEPTOR ATTESTATION 

:imt Sectlon 
>heck one of the following for each uae requested: 

For 35.190 

0 I attest that has satisfactorily completed the requirements in 
Nme~NPropoamd AWrIzed  Uwr 

10 CFR SS.lSO(a)(l) and has achieved a level of competency sufficieni to function independently as an 
authorized user for the medical us85 aultlorized under 10 CFR 35.1 00. 

OR 
Traininn and ExPerienca 

I attest that 

experience, including a minimum of 8 hours of classroom and laboratory training, required by 10 CF R 
35.190(~)(1), and has achieved a level of competency sufficient to function Independently as an 
authorized user for the medlcal use8 authorized under 10 CFR 35.100. 

has satisfactorily completed the 60 hours of training and 
NanwC(Pmpo#dAuU~orkd Uau 

For 35.294 

Board Cettificatbn 
0 I attest that has satisfactorily completed the requirements in 

Noms o( P r o p a d  krhorbsd Urn 

10 CFR 35.290(a)(l) and has achieved a level of competency sufFicient to fhnctbn independently as an 
authwlzed user for the medical uses authorized under 10 CFR 35.1 00 and 35.200. 

OR 
m i n a  and erience 

I attest timi has satisfactorily completed the 700 hours oftraining 

and experience, including a minimum of 80 hours of dassroom and laboratory training, required by 10 
CFR 3529O(c)(i), and has achieved a kvel  of competency sufficient b function independently as an 
authorized user for the medical uses authorked under 10 CFR 35.1 00 and 35.200. 

Fong MeJ Young Chang 
NMls a( PropossdMhahed User 

econd Section 
omplete the following for preceptor atbtatlon and signature: 

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

17 35.190 35.290 0 35.390 0 35.300 + generator experience 

PAGE' 
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Preceptor Statement of Clinical and Work Experience 

May 6,2008 
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This letter is to affirm that Fong Mei C h g ,  M.D. received training and experience at our 
institution, Pasco Cardiology Center, Inc. in imaging and localization studies. The 
Preceptorship began in October 1996 and continued until March 2008. 
During this training program, Fong Mei Chang, M.D. received not less than 500 hours of 
supexvised work experience and not less tban 500 hours of supervised clinical experience. 
The experience of Fong Mei Chang, M.D. was ghed under the supervision of an 
Authorized User. 

The supervised work experience included ordering, receiving, and unpacking radioactive 
materials safely and performing 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 misadministTation of by-product material; using procedures to contain spilled 
bypduct material safely and using proper decontamination procedures. 

Tfie supervised cIinical experience included examining patients and reviewing their case 
histories to determine their suitability for radioisotope diagnosis, limitations, or 
contraindications; selecting the suitable radiopharmaceuticals and calculating and 
measuring the dosages; administerixq~ dosages to patients and wing qainge radiation 
shields; collaborating with the Authorized User in the interpretation of radioisotope test 
~ ~ u l t ~  and patient follow-up. 

Sincedy, 

Huang-TaLin M.D.,\F.A.C.C. 
Authorized User 
Florida RAM# 2723-1 



Mei Chang, M.D., F.A.C.C. 

Peter A. Rossi, M.D., F.A.C.C. 
Werner Jauch, M.D.. F.A.C.C. 
Charles Saniour, M.D., EA.C.C 

H~mg-Tkt Lin, M.D., FA.C.C. 

1 

Preceptor Statement of Clinical and Work Experience 

This letter is to affirm that Fong Mei Chang, M.D. received training and experience at our 
institution, Pasco Cardiology Center, Inc. in imaging and localization studies. The 
Preceptorship began in October 1996 and continued until March 2008. 
During this training program, Fong Mei Chang, M.D. received not less than 500 hours of 

May 6,2008 
To Whom It May Concern: 

The supervised work experience included odering, receiving, and unpacking radioactive 
materials safely and performing the Elated 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 conbols to prevent 
the misadministration of by-product material; using p r o d m  to contain spilled 
byproduct material &ly and using proper decontamination procedures. 

The supervised clinical experitme included examining patients md reviewing their case 
histories to determine their suitability fw I.adioisotope diagnosis, limitations, or 
contrainclications; selecting the suitable radiopharmaceuticals and CaICulating 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. 

Sincerely, 

r 

Huang-$a gin M.D.JF.A.c.c. 
Authorized User 
Florida RAM# 2723- 1 

5307 Main Street, Suite 102 - New P Q ~  Richey, FX 34652 
(727) 847-3733 

3633 Little Road, Suite 
Trinity, FL, 34655 
(727) 372-5952 

102 141 .53 Yosemjte Drive, 
Hudson, 

(7371 



PASCO CARDIOLOGY CENTER, INC. 
14153 Yosemite Drive, Suite 204 
Hudson, FL 34667 

* State of Fforida Radloadive Material 

L i s e  Number: 2 7 s  1 LICENSEE COPY 

Control Number: 200802154238 
Amendment No,: 10 

Page 1 of 2 Page+) Expiration Dah1 1/301201ia 
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CME CREDIT 
CERTIFICATE 

This is to certify that 

Has completed up to 

'100 Hours 
Of Category 1 CME credit through partiapation in the course(s)&tivities 

conducted by the Institute for Nuclear Education ONME), April, 2008. 

This CME activity has been ptanned and implemented in accordance with 
the Essential Areas and Policies of tha Accreditation Council for 
Continuing Medical Education [ACCME) thru the Joint Sponsorship of tb 
Institute for Medical Studies (IMS) and INME. 

IMS is accredited by the ACCME to provide continuing medical education 
for physicians. 

1MS designates this educational activity for a maximum of 100 credit 
hours A M  P W  Category 1 Credits1'. 

Participants should claim only thoae hours af crerdlt that hershe actually 
spent in the activrty as established by registtation and attendance. 

Please retain this Clltificate for your necordrs. 

p. 12 

The Institute for Medical Studies 
14 M o f l ~ ~ h  68y Plaza, Suite 202 

Monarch Bay, CA9262Q 



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

6IIciIgS , and to inform you that the initial processing which 
includes an administrative review has been performed. 

ppdacdf  C H -  19041 -0 I [s1 Ther w re no admmistrative omissions. Your application was assigned to a 
technical reviewer. Please note that the technical review may identify additional 
omissions or require additional information. 

c] 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 I 
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) 

(6-96) 

Sincerely, 
Licensing Assistance Team Leader 


