
r crA, 
NORTH JERSEY NUCLEAR DIAGNOSTIC CENTER 

October 23,2006 BG c l  

Dennis R. Lawyer 
Health Physicist, Commercial and R&D Branch 
Division of Nuclear Materials Safety, Region 1 
Nuclear Regulatory Commission 
475 Allendate Road 
King of Prussia, PA 19406-141 5 

- .. 
W 
*o 

Dear. Mr. Lawyer, 
Re: License # 29-28330-01 6-30 304c-( 

We would like to apply for an amendment of our radioactive license # 29-28330-01 to 
include Dr. Louis Fusilli as one of our authorized users for 10 CFR 35.100 and 200 
materials. We are enclosing the following documents to support this application: 

1. Certificate of his didactic training from the Institute for Nuclear Medical 
Education 

2. A preceptor attestation of his practical & clinical experience with radiation 
signed by myself as an authorized user 

3. A preceptor attestation and a letter of his practical experience with radiation 
specific to eluting generator systems appropriate for preparation of radioactive 
drugs for imaging and localization studies, etc. signed by an authorized nuclear 
pharmacist. 

If you have further question, please call our consulting physicist, Jessie 2. Trivino, M.S. at 
u very much for your immediate attention. 

Medical Director and RSO 

Encls. 

A Division of Cardiology Associates 
999 McBride Avenue, West Paterson, New Jersey 07424 973-256-81 06 
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APPENDIX B 

NRC FORM 313A 
(04-2005) 

U.S. NUCLEAR REGULATORY COMMISSION 

MEDICAL USE TRAINING AND EXPERIENCE 
AND PRECEPTOR ATTESTATION 

APPROVED BY OMB: NO. 3150-0120 
EXPIRES: 1 0131 12005 

~~~ ~ ~ ~~ 

Description of Training Location Clock Hours Dates of Training 

Radiation Biology 

I o 0  
Radiation Protection 

Mathematics Pertaining to the Use 
and Measurement of Radioactivity 

Chemistry of Byproduct Material for 
Medical Use 

M#e. 26. 2.006 

I 
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B- 1 NUREG - 1556, Vol. 9, Rev 1 



,/- 

Location and 
Name of Corresponding 

Materials License Description of Experience Supervising 
Individual(s) Number 

Dates andlor 
Clock 

Hours of 
Experience 

I I I 
1 ;  

Location and 
Corresponding 

Materials License 
No. of Cases Name of 

Involving Supervising Personal 
Particioation individual Number 

Radionuclide Type of Use 
Dates andlor 

Clock 
Hours of 

Experience 

I I I I 
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APPENDIX B 

~~~ 

Type of Training * 

URC FORM 313A 
04-2005) 

U.S. NUCLEAR REGULATORY COMMISSION 

MEDICAL USE TRAINING AND EXPERIENCE AND PRECEPTOR ATTESTATION (continued) 

6c. TRAINING FOR SECTIONS 35.50(e), 35.51(c), 35.590(c), or 35.690(c) 

Location and Dates Training Element 

* Types of training may include supervised (complete item 10 for 35.50(e), 35.51(c), and 35.690(c)), didactic, or 
vendor training. 

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

Degree, Area of Study 
or 

Residency Program 

~ 

Name of Program and 
Location with 

Corresponding 
Materials 

License Numbers 

Dates 

Name of Organization that 
Approved the Program 

(e.g., Accreditation Council 
for Graduate Medical Education) 
and the Applicable Regulation 

(e.g., 10 CFR 35.490) 

8. RADIATION SAFETY OFFICER (RSO) -- ONE-YEAR FULL-TIME EXPERIENCE 

I7 YES Completed 1 year of full-time radiation safety experience (in areas identified in item sa) under supervision. 

0 N/A of / .& the RSO for License No. 

9. MEDICAL PHYSICIST -- ONE YEAR FULL-TIME TRAININGWORK EXPERIENCE 

0 YES Completed 1 year of full-time training (for areas identified in item 6a) in therapeutic radiological physics 

N/A (35.961) or medical physics (35.51) under the supervision of 

rJ(A and 
0 YES Completed 1 year of full-time work experience (at location providing radiation therapy services described and 

0 N/A for topics identified in item sa) for (specify use or device) under 

the supervision of 

requirements for Authorized Medical Physicists (35.51) (specify use or device) 

who is a medical physicist (35.961) or meets 
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APPENDIX B 

NRC FORM 313A 
(04-2005) 

U.S. NUCLEAR REGULATORY COMMISSION 

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 I O  CFR 35, provide the following information for each): 

A. Name of Supervisor B. Supervisor is: 

dAuthor ized User 

&Radiation Safety Officer 

0 Authorized Medical Physicist 

0 Authorized Nuclear Pharmacist 
3 0  kr3 0 I Tfi fv E L L i ,  N-0. 

I 

C. Supervisor meets requirements of Part 35, Section(s) 190. P ~ o ,  9 9 Q 
for medical uses in Part 35, Section(s) /uo 2.9 0 .  7 0  3 

I 

D. Address E. Materials License Number 

tf 3 7 -  apr37 0 - 1  

PART II -- PRECEPTOR ATTESTATION 
Note: This part must be completed by the individual's preceptor. if more than one preceptor is necessary to document 

experience, obtain a separate preceptor statement from each. This part is not required to meet the training 
requirements in 35.590 or Part 35, Subpart J (except 35.980). 

I attest the individual named in Item 1: 

l l a .  
has satisfactorily completed the requirements in Part 35, Section(s) and Paragraph(s) 

as documented in section(s) 

meets the requirements in 0 35.50(e), 0 35.51(c), 0 35.390(b)(I)(ii)(G), 0 35.690(c) for 
types of use, as documented in sedion(s) 

b& .f- 6 0 of this form. .............................................................................................................................................................................................................................................. 
rJ Ik 

I l c .  f l ( W  

1 I b. Select one 

0 

0 N/A 
of this form. 

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

0 
0 

has achieved a leve of competency sufficient to operate a nuclear pharmacy (for 35.980); Or 

has achieved a level of competency sufficient to function independently as an authorized 

for uses (or units); Or 

0 

0 NIA 

has achieved a level of radiation safety knowledge sufficient to function independently as a Radiation Safety 
Officer for a medical use licensee ; Or 

I l d .  EJ In- 0 I am an Authorized Nuclear Pharmacist: Or 0 I am a Radiation Safety OfFicer; Or 
I meet the requirements of - 
or equivalent Agreement State requirements to be a preceptor 

for the following byproduct material uses (or units): 

section(s) of 10 CFR Part 35 

0 AU or 0 AMP 

.............................................................................................................................................................................................................................................. 
A. Address q44 , q q p I p g  McZ . Materials License Number 

WCr5q P H G i Q P  ,NJ% 
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7 u i  24 06 G9:OSa T y c o  Mkg P i n e  Brook 19732270736 
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I 6b. SUPERVISED CLINICAL CASE EXPERIENCE {doscrtbe dxprdmcr a ! w n t r  In 8 4  

23-2 



P. 4 
PCIGE 80 

APPENDIX IB 

Type6 O f  tplping may tndude supsrvisbd (compDele item 10 for 35,50(e), 3$.3l(c), and 35.69qc)). didactic. or I vendor training. 
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PClGE BS 

PART I -PRECEPTOR kT‘TE8TATlOW 
Nde: This part must be 

has setislaotorily cvmpleled the requiremtlntt in PaR 35, Soction(s) and Paragraph($) 
$3 de~opnenled h wction(6) 

mfsats tho equitements in 0 35.50(e), 35.51(c), c3 35.31)0(eX7#ii)(Gf. D%.690(c) fa r  
lyw6 d u68, ss documented in sedionls) __ 

11 b. Salect one 

has achieved a level of competency sunlelent to operate a nuclear phsrmacy (for 35.980); Ot  

has ahlaved B level of comp.t8wy suftiaent to function independently as an aultsa&ed 

br USCS (Or Units); of 

I ;aim an Authorized Nuclear Pharmadrrt; Or 

I mge9 the requirements of 
w equivalent Agreement State requirements to be a precep!or 

fcr !he following bypladud metanst U6WJ (N units): 

I am a Radiatmn Safely Otficur, Or 
P-(s] of 10 CFA Bert 35 

0 AU or 0 AMP 

......,..........-.. ”_....._ _._._..,__“ ,.....,.,... -,-. ““...Y..,...._... .,.. --.” ........ d.....”....l*UI...“...C ..... ~ ...I... - .... (1  ...I ...... 11-“..1_.~.”..-- .... .- ..... 11..1 .I.. I.......... ..- ....... 
A. Address 2~ c m , ~ :  ,&> p,cf T f r / *  8. Matariaia lictm? Number 

3.+6+@.4 - /# tV-4 
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Junc 28,2006 

Nortl2 Jersey Nuc1ew Diagnostic 
999 McBride Ave 
West Palcrson. NJ 07424 

S:ihjcct: Aukharized User Training 

b "  
4 .* To Whom It May Concern: 

This letter is to inform the interest party diterns observed at Mallinekrsdt nuclear 
pharmacy 111 Pine Brook, NJ ~n 06/28/2006 by tauis Fusilli, M.D. Louis Fusilli, M.D. 
has observed elution of Ultra-TechncKow UTE generator rnmufactiird by Mallinckrodl 
Inc. Louis FusilIi, M.D. observed following items during the radio pharmacy visit at 
Mallinckrodt nuclear phannacy in Pine Brook, NJ: 

- Molybdenum-99m Breakthrough test / Aiuinina Ereakthi-aut$ tsst 
- Prcparation of radiopharmaceutical cold kit 
- Dispensing or a rdiopharniaceutical Jose 
- Packaging and monitoring of a simulated illcoming and outgoing radioactive 

- Segregation of' radioactive waste 
package 

Plcasc contact Yogesh Patel at (800)  261 -08 1 1 with any questions OT concerns. 

-.. -. 

Yogesh Patel, PhamD 
Pharmacy Manager Pine Brook, NJ Facility 
Tyco Hcalthcare / Mallinckrodt Inc. 



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

15 1  bo L , and to inform you that the initial processing which 
includes an administrative review has been performed. 

a pj,.LdpcL+ Jt- A4330 -o( 
There ere no a minist ative omissions. Your app ication was assigned to a 
technical reviewer. Please note that the technical 'review may identify additional 
omissions or require additional information. 

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 3 b!t 8 . 
When calling to inquire about this action, please refer to this control number. 
You may call us on (61 0) 337-5398, or 337-5260. 

NRC FORM 532 (RI) 

[6-96] 

Sincerely, 
Licensing Assistance Team Leader 


