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July 26,2006 

NORTH JERS~Y NUCLEAR DIAGNOSTIC CENTER 

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 Pmssia, PA 19406- 14 15 

Dear. Mr. Lawyer, 
Re: License # 29-28330-01 030 3q43 

We would like to re-submit our application to amend our radioactive license # 29-28330-01 
to include Dr. Warren Maresca as one of our authorized users for 10 CFR 35.100 and 200 
materials. 

1. 

2. 

3. 

We are enclosing the following documents to support this application: 

Certificates of his didactic training from the Institute for Nuclear medical 
education 
A preceptor attestation of his practical experience with radiation signed by 
myself as an authorized user 
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. 

We hope that these documents will satisfy your requirements for approving Dr. Warren 
Maresca as an authorized user. If you have further question, please call our consulting 
physicist, Jessie Z. Trivino, M.S. at (201) 906-1803. Thank you very much for your 
immediate attention. 

Medical Director and RSO 

Encls. 

A Division of Cardiology Associates c kf '' 
999 McBride Avenue, West Paterson, New Jersey 07424 973-256-81 06 [ l q  ),&! 
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June 25,  2006 

Noxh Jersey Nuclear Diagnostic 
999 McBride 4 s e  
West Paterson, NJ 07424 

Subject: Authorized User Training 

To Vhom It May Concern: 

This letter is to inform the interest party of items observed at Msliinckrisdt nilclear 
pharmacy in Pine Brook, NJ on 06!2 !/2006 by Warren Maxesca, M.D. Warren Maresca, 
34.D. has observed elution ofUltra-TcchneKow DYE generator iiianufactured by 
MaIlinckrodt Inc. Warren Maresca, M.D. observed following items during the cadis 
phmnacy visit at MaIlinckrodt nuclear phmizcy  in Pine Brook, NJ: 

- Molybdenum-99m Breakthrough lest AIum:ria Breakthrough test 
- Preparation oEradiopha~a~erliica1 coId ki: 
- Dispensing of a radiophamac.eutical dose 
- Packaging and monitoring of a simuliited incon1ir.g a d  cutgoing radioactive 

- Segregation of radioactive waste 
package 

Please contact Yogesh Pztel at (XOOj  261-081 1 with any questioas or cc\iicerns. 

Shcere y, -4 
Yogesh Patel, PhannD 
Pharmacy Manager - Pine Brook, NJ Facility 
Tyca Hea!thcare / Mallinckrodt Inc. 



DEAL USE TWblONG AND EXPERIENCE 
APPRQVEn BY OMS: NO. 31564120 

6 ANI3 EXPERIENCE 

2te: Deecriptions nF training and experience must contain sufficient detail to match the training and experience 

- Name of individual. Pmposed Authorization (e.$ Radiation Safety Officer}, and &pbXbk Tralning Requirements 

criteria in the applicable regulatjon [ l u  GfR Part 35). 

(e.g.. 10 CFR 35.50) 

3. eER'fiFICATION 
8. provide o mpy of the board cartificaticm. (Stop here if app/ymg under IO CFR Part 35, Subpart J or 35.590(af: 

continue if applyhg under other subparts,) 
b, Provide documentatbn in appropriate itms 4 through 10 ~f training or clinical Case work required by 35.50(e); 

35.5?(c); 35,29O(c)( 1 )(h)(G) for AU scckhg 35.200 abthotization; 35.390(b)(?)(ii){G); 35.396(d)(? ) and 35.396{6)(2): 
35.590(c); or 35,SSO(c). 

C. Prcrvrde completed Part 11 Preceptor Attsstation, items 11 a through I Id. 
Stop here after completing items 3a, ab, and ?82 When Using board certificdon to meet 10 CFR Part 35 Wining and 
experience requirements. 

4. lNDMDUALS IDEHTIFlED ON A UCENSE OR PERMIT AS RADIATION SAFETY OFFICERS (RSO]. 
AUTHORRED USERS (MJ), AUTHORIZER MEDICAL PHYSlCISTS (AMP), OR 

AUTH0ROE;ED NUCLEAR PZtaRNIACISV3 I M P )  SEEKING ADDK@!4AL AUTHORIZATIONS 
a. Provide a copy of tna Iicerse or bmadscope permit listing the current authorization and (b) or (c) 
b. Cornplate iterne 6c (snd ?O when training Is provided by an RSO, AMP, ANP, or AU) and preceptor items Zfb through 

l l d  to meet requlrernents for: RSO In %.m(C)@) Or 35.50(6); vr AU in 35.290(~)(i)(il)(G) or 31i.3W(b](lf(ii)(G) or 
35.5sO(c) or 35.690(c}; or AMP under 35.51(c). 

:. Complete tterns 5, Sa, 8tr, I O ,  and Preoeptor items 1 l a  tbrouah I Id  to meet AU requlrsments in 35.396(a), - 

5.. DIDACTIC OR CLASSROOM AND LABORATORY TRAINING (optional for Medica! 

Description CII of Training - Location Clock Hours Pates of Tralning 
Radiatiwl Physics and $=X7-€2n /@A 

7J- ,$2 L+dfAh? /irf$m?LC 
z TffN f <  c 

\nstrurnentation 
I 

AathemaBcs Pertaining to the Use 
ind Measurement of Radioactivity I t  

E- I - 1556. VOI. 9, Rtv 1 
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IRC FORM 313A 
&=5) 

MEDICAL &E TRAINNO AND EXPEREHCE AND PRECEPTOR ATTESTATON (continued) 
I Sa. WORK OR PRACTICAL EXPERIENCE _ _  WITH . W 1 A n O N  

_- 
CorrFpondtng Name of 

Description of Expeimnce Supervising 
Indidduai(s) 

I Matenals License Hours of 
Number Experience / 



p t 

1 * Types of training may include supervised (complete item 10 for 35.50(e), 35.51 (e), and 35.69O(c)), didactic, or 
vendor training. 
- 

7. FORMAL TRAINING Physlclans (for uses under 35.400 and 35.600) and Medical Physlcisls 
Name of Organbation that 

Approvsld the Program 
(cg., Accredlthtion Council 

fer Graduate Medical Education) 
and the AppliFablrs Reyuletim 

(e.~., fa cm 35.490) 

I 
Name M Program and 1 

Degree, Area of Study 

Residency Progrsrn Materials 

Location with 

License Numbers 

or Corresponding Dates 

8 .  RADIATION SAFETY OFFICER (R6O) -0NE-Y- FULL-TIME EXPERIENCE 

a YES Completed 1 year of 

n NIA Of the RSO for Ucense No, -. 
me radiation safety experience (in areas identified in item sa) under supervision. 

4. MEDEAL PHYSICIST - ONE YEAR FULLTIME TRAININGWORK EXPERIENCE 

t] YES C.ornp!eted 1 year of full-time mining (for areas identified in item 6a) in therapeutic radiological physics 
3 NU+ (35.961) or medical physics (35.51) undff the supervision of 

and 
YES Sompleted ? year of full-time work experience (at location providing radiation therapy sewices described and 

2 N/A for topics identified in item sa) for (speciQ use or device) under 

the supervision of 
requirements far CIUthbriZpd Medical Physicists (%.51) p spec if^ use w device) 

who Is a medical physicist (35.9661) or w e t s  

PAGO 1 

3-3 NZ-G - 1556, Val. 9 Rev 1 
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NRC FOMI 33% US, NUCLEAR REGULATWY COMAMISSICY 
WzoDs) MEDlCAL USE T W N I N G  AND EXPERIENCE AND PeECfEPTOR ATESTATIDN (contrnued) 

I O, SUPERVISING fNDMPUAL - IDENTIFICATION AND QUALlnCATIONS 
I -  

The (I &lis  IY and experience indicated above was ubtained under the supwisiun of (;Finwe Uidii w e  supervsmg 
mdjvjdud is needed to meet requirements in ?U CFR 35, pmukh the following information for each); 

A. Name of Supervisor B, SupqM~or is: 
/ 

dAythorize.d User 
@)dadkition $afety Off,cer 

a Authorized Medical Physicist 
Authomd Nuclear Pharmacist 

c, Supervisor meets requirements of Part 35, Section(s). /i?Q '27C 74' c 
,- For rnsddical uses in Part 35, SecZion(s) / h O .  P CY , 3 L l7 

' 

D Address '2. Materials License Number 

PART 11 -- PRECEPTOR A7T1ESTATION 
Vote: This pert must be completed by the Indlvfdual's preceptor. if more than one preceptor & necessary to docu#en 

expen'ense, obtain a separate precepfor statement from each. 'This part is not required to meel the fmjnhg 
requirements in 35.590 OT Pad 35, Subpert J (except 35,980). 

- <  attest the individual named in Item f :  

1 la.  
J 

11 b. Select ane 

I 

has satisfaciorily wrnpleted the requirements in Part 35, Sectlon(s) and Paragraph(sj 
as documented In sectlon(s) cd f l  &4@ 

1 

of this form. ............-... "......-....,-....-I.......)..-_-.)..~.__.. .... v...,....... ........ - ........... ......-...... .... Y ..--... L............-......,-............ I ............. ........ n.".l... .....t,.L..-.. 

Afh 
I] meets the requkemenb in a 35.50(e), a 35,51(c), D 35390(b)(A)(ii)(Gj, a 35.69qc)for 

types of use, as aocurnented in sectjon(s) of this form. 
3 NIA 

I IC .  
a has achieved 3 fevel of Eufficfent fo opcmtc o nucloar pharmacy (for 35.980); Or 

1 has achieved a ievel of campetancy sufficient to function independently as an aut!!orized 

for, uses (or units); Or 

? 

2 NIA 

1 
3 

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

1 d. &/A 
I a n  an Authorized Nuclear Pharmacist; Or 
I meet the requirements of 
or equivalent Agreement State requirements to be a preceptor 

U I am a Radiatior; Safe!y CHcer; Or 
section(s) of 10 CFR Part 35 

C AU or AMP 
far the following byproduct material uses (or units): --.. ...---.- ".....,~...,..........*...,..,......""...,.," .... ...... .-.......,.."" ........... c .... "" .... ..--... r- .... .-,.-..,- ....... .n-. ....... I.................-....... 

D. Materials License Number 
/.F'-.C., 

tL 2j /'A ,qfij&b; & c;.7~97;< '\ 

- 1  & 



AND PRECEPTOR AITESTATION I 
PART I - 'AUIWQ LJlD EWEWEWE 

c. frovkh cxlrnpleted Pert Ii Preceptor Attestation, item 1 I a Lhrougtr 1 t d .  

1 I - 
OTHER 



I 1 

I 1 i I j t-- 



APPENDIX B 

0 YES Completed 1 yeer of ful4lme tmlning (tor areas identified in Item 68) in VlerapeuLic rodlolaglcal physlso 
9 (335.961 ) w medical phy-s/& (35.51) uMsr the slpervisiwr of 

F l b  and 
0 YES Completed 3 year of full-tftns work expctr&hW (8C locallon providbg rrrdletion therapy smrviCes described and 
0 NIA for topics identified in ifem 88) for (spoufy use or device) under 

the supeNigion af wfm is a medica! physkisf (35,961) or me& 

0-3 
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This is to acknowledge the receipt of your letterlapplication dated 

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

4mcdqiJ i -  A(?- A9338 -01 
There were no a ministratwe omissions. Your application was assigned to a 
technical reviewer. Please note that the technical 'review may identify additional 
omissions or require additional information. 

0 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 3 4 &.? . 
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) 

(8-W 

Sincerely, 
Licensing Assistance Team Leader 


