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January 25,2008 

Re. Amendment Request 

1. Add for Mira Chakravarty, M.D. "Oral administration of sodium iodide iodine-131 for Treatment 
of Thyroid Cancer" Attached is NRC Form 31 3A (Preceptor Attestation), signed by Dr. Patrick Conte. 
on 12/17/07. 

Please note that Dr. Chakravarty is already authorized on our NRC license for 35.100, 35.200, and 
Oral administration of sodium iodide iodine-1 31 for imaging and localization studies and treatment of 
hyperthyroidism and cardiac dysfunction. 

Dr. Conte has personally trained Dr. Chakravarty in at least 3 cases of 1-1 31 Therapy of Thyroid 
Cancer. 

2. 
Barnett Hospital authorizing Dr. Sanchez for these uses. 

Add Orestes Sanchez, M.D. for 35.100 and 35.200. Attached is NRC License 29-17895-01, 

Please contact John Gochoco, Radiation Safety Officer @ 973-322-5590 if you need any additional 
information. 



Thank you in advance for your assistance. We look forward to receiving our amendment. 

.- -I. 
Since rely, --.. .. 

. .- 

Executive Nector of Operations 



LC FORM 313A U.S. NUCLEAR REGULATORY COMMISSION 
2005) 

MEDICAL USE TRAINING AND EXPERIENCE 
AND PRECEPTOR ATTESTATION 

3. CERTIFICATION 

APPROVED BY OMB: NO. 3150-0121 
EXPIRES: io1311200a 

Provide a copy of the board certification. here if applying under 10 CFR Part 35, Subpart J or 35.590(a); 
continue if applying under other subparts. 
Provide documentation in appropriate items 4 through 10 of training or clinical case work required by 35.50(e); 
35.51 c); 35.290(c 1) ii)(G) for AU seeking 35.200 authorization; 35.390(b)(I )(ii)(G); 35.396(d)(I) and 35.396(d)(2); 

Provide completed Part II Preceptor Attestation, Items 1 l a  through 11 d. 
Stop here after completing items 3a, 3b, and 3c when using board certification to meet 10 CFR Part 35 training and 
experience requirements. 

4. INDIVIDUALS IDENTIFIED ON A LICENSE OR PERMIT AS RADIATION SAFETY OFFICERS (RSO), 

35.59 6 (c); or 35.6&(c\. 

AUTHORIZED USERS AU), AUTHORIZED MEDICAL PHYSICISTS AMP OR 

Provide a copy of the license or broadscope permit listing the current authorization and (b) or (c) 

Complete items 6c (and 10 when training is provided by an RSO, AMP, ANP, or AU) and preceptor items 11 b through 
1 I d  to meet requirements for: RSO in 35.50(~)(2) or 35.50(e); or AU in 35.290(c)(l)(ii)(G) or 35.390(b)(l)(ii)(G) or 
35.590(c) or 35.690(c); or AMP under 35.51(c). 

AUTHORIZED NUCLEAR PHA k MACJSTS (ANP) SEEKING ADDITIONAL A 1 6  TH RIZATJONS 

Complete items 5, 6a, 6b, 10, and Preceptor items 1 l a  through 1 I d  to meet AU requirements in 35.396(a). 

5. DIDACTIC OR CLASSROOM AND LABORATORY TRAINING (optional for Medical Physicists) 

Description of Training 
~ - 

adiation Physics and 
strumentation 

idiation Protection 

athematics Pertaining to the Use 
id Measurement of Radioactivity 

adiation Biology 

iemistry of Byproduct Material for 
2dical Use 

rHER 

2 FORM 313A (10-2005) 

Location 

PRINTED ON RECYCLED PAPER 

. _  _. _ _  - 
Clock Hours 

~~ _. . 

Dates of Training 



~ - .____-_. . .- 

Location and 
Corresponding 

Materials License 
. ~ - -  Number ~ 

. .~ 

Dates andloi 
Clock 

Hours of 
Experience 



IRC FORM 313A 
IO-moS) 

US. NUCLEAR REGULATORY COMMISSION 

MEDICAL USE TRAINING AND EXPERIENCE AND PRECEPTOR ATTESTATION (continued) 
~ -~ _ -_ 

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

Type of Training * 
- __ Training Element 

- 

. ,. . _  
Location and Dates 

~ ~ .~ 

Types of training may include supervised (complete item I O  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 

qame of Program and 
Location with 

Corresponding 
Materials 

License Number 

Dates 

Name of Organization that 
Approved the Program 

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

(e.g., 10 CFR 35.40) __ -- 

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

0 YES Completed 1 year of full-time radiation safety experience (in areas identified in item 6a) under supervison. 

.. -____ the RSO for License No. 
- _ -  - 

N/A of 

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

3 YES 

-J NIA 

Completed I year of full-time training (for areas identified in item 6a) in therapeutic radiological physics 
(35.961) or medical physics (35.51) under the supervision of 

who is a medical physicist (35.961) or meets requirements for Authorized Medicd Physicists (35.51); 
- _ _ ~ _ _ _  

and 

3 YES 

-J N/A 

Completed 1 year of full-time work experience (at location providing radiation therapy services described 
and for topics identified in item sa) for (specify use or device) 

who is a medical physicist (35.961) or meets under the supervision of 

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

_- -- _ -  . ~~ _~ 

_ _ _  _ _  ~ 

- _ _  



RC FORM 313A 
rms) 

U.S. NUCLEAR REGULATORY COMMISSION 

MEDICAL USE TRAINING AND EXPERIENCE AND PRECEPTOR ATESTATION (continued) 

10. SUPERVISING INDIVIDUAL -- IDENTIFICATION AND QUALIFICATIONS 

he training and experience indicated above was obtained under the supervision of (if more than one supervising 
rdividual is needed to meet requirements in 10 CFR Part 35, provide the follo*ng information for each) : 

A. Name of Supervisor B. Supervisor is: 

Patrick Conte, M.D. 
~~ -_ 

Authorized User 0 Authorized Medical Physicist 

0 Radiation Safety Officer Authorized Nuclear Pharmacist 

_ _  -~ ~~ ~ -~ -- 
C. Supervisor meets requirements of Part 35, Section@) 35.300 

D. Address E. Materials License Number 

- ~ - ~ - -  

~ ~~ ~ - ~- .__~_____~-- 
for medical uses in Part 35, Section@) 

Tricat - Edison Facility 
3840 Park Avenue 

35.300 

Edison, NJ 08820 29-3001 9-01 

PART II - PRECEPTOR ATESTATION 
Me: This part must be completed by the individual's preceptor. If more than one pmceptor is necessary to document 

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

I attest the individual named in Item 1: 

3. 
1 1 b. Select one 

has satisfactorily completed the requirements in Part 35, Section(s) and Paragraph@) . . . . . . . . .  -- P 

as documented in section(s) of this form. 
- ~ . .............. ..................................................................................... . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . .  

3 meets the requirements in 0 35.50te) (7 35.51 (C) 35.390(b)(l)(ii)(G) 0 35.69WC) for 7 N/A types of use, as documented in section(s) 

l l c .  

1 
4 

of this form. 
~- ....................................................................................................................... 

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

has achieved a level of competency sufficient to function independently as an authorized 
user of 1-1 31 for Thyroid Cancer 

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

for 35.300 for 1-131 Therapy uses (or units); Or 
- - - - - - -  - - - -  - 

NIA 

1 Id.  

1 
4 

I am an Authorized Nuclear Pharmacist; Or 

1 meet the requirements of 35.300 

or equivalent Agreement State requirements to be a preceptor 

for the following byproduct material uses (or units): 1-131 for Thyroid Cancer 

0 I am a Radiation Safety Officer; Or 

section(s) of 10 CFR Part 35 

AU or 0 AMP 

- ~~ 

- - - - ~  - __ - _._ ___ ....................................................................................................................... 
A. Address B. Materials License Number 

Patrick Conte, M.D. 
TRICAT 
3840 Park Avenue 
Edison, NJ 08820 29-3001 9-01 

~ - - ~  

NAME OF PRECEPTOR (print c/ear/y) 

Patrick Conte, M.D. 

~- -~ 

E. DATE 

I 
1 D. SIGNATURE-IPRECEPTOR ~- 

PAGE 4 



. *  

FFIX NO. : 732-494-2625 
. . I  

' FROM : TR I CFlT NUCLEW,..MEDC I NE DEP. _-... . . 

DEC-17-2007 12:19 

Dee. 17 2007 02:17PM P l  

P.Rl 
uu+ 

, 



t 

' ' NOV 07 2007 1 0 : 2 0 A M  EARNER1 HOSPITflL 
9739776755 P- 1 

US. NUCLEAR REGULATORY CONM188101S 
PAGE $ OF 3 PAGES 

Amendment No. 21 

MATERIALS LICENSE 
Pursuant to the Atomic Energy Ad of 19s.  as amended, the Enem Reorganization Act of 1974 FubIlc Lawe-=), and Title 10, Cade 

1 of Federal Regulabions, Chapter I. Parts 30,31.32.33,34,3!5,36,39,40, and 70, and in mNam on statements and ~ p r e S e M t b n S  
heretofore made by the limnsee. a license is hereby issued authorizing the licensee to receive. aaluite. posseas, and transter byproduct. 
source. and spedal nuclear maberbl designated below: do use such material for the purpose(s) and J the place($) designated below; to 
deliveror Iransfersuch material to persans authorkedb receive il in accordance with the reguhtlons ofthe applicable WS). This license 

I shall be deemed to contain Ihe conditions specified m Section 183 of the Atomic Energy Act of 1954, a6 amendad, and is subject to all 
, applicable rules. regulations, and orders of the Muclear Regulatory Commission now or hereafter in M and to any condins spedfied 
1 below. 

I Licensee I In accordance with the letter dated 

I. 8amert Hospital 
February 23,2007, I 3. License number 29-1 7895-01 Is amended in 

2. 680 Broadway 
Paterson, New Jersey 07514 

8. Any byproduct material 

C. Iodine 131 permitted by 100 millicuries 

D. 600 millicuries D. Any byprodud material 

permitted by 10 CFR 35.a 

10 CFR 35.300 

permitted by 10 CFR 35.400 

Mod81 671 1, Bard 
Brachytherrrpy, Inc. Model 
STMl25, North American 
Scientific Model MED3631) 

9. Authorized use: 

A. Any uptake, dilution and excretion study permitted by 10 CFR 35.1 00. 
8. Any imaging and localization study permitted by 10 CFR 35.200. 
C. Any diagnostic study or therapy procedure permitted by 10 CFR 35.300, for which the patient can be 

released under the provisions of 10 CFR 35.75. 
D. Any manual brachytherapy procedure pemrjtted by 10 CFR 35.400, for which the patient can be released 

Under the provisions Of 10 CFR 35.75. 



, '  
' NOV 07 2007 1 0 : 2 1 R M  BflRNERT HOSPITRL 

US. NUCLEAR REGULATORY CONMISSION NRC FORM 394A 

9739776755 

PAGE 2 d 3 PAGES 

Ucensd NumW 
29-17395-01 
D-t 01 RekwenOe M k v  
030-13606 

Amendment Na. 21 

P . 2  

MATERIALS LICENSE 
SUPPLEMENfARY SHEET 

CONDITIONS 

10. Licensed material may be used or stored only at the licensee's facilities located at 680 Br-dway, 
Paterson. New Jersey. 

11. The Radiation Safety Officer for this license is Valery Kalika, M.D. 

12 

n authorized user in ac 

re authorized users for medical use as 

th 10 CFR 35.13 and 35.14. A. Individuals permitted 

8. The following indM 

nbtration of sodium 
ing and localiition 
yperthyroidism and 

Sam 1. Brown, M.D. 

Qeorge A. Dawson, M.D. 35.400 

13. In addition to the possession limits in Item 8, the licensee shall further restrict the possession of licensed 
material to quantities below the mlnirnurn Urnit specifled in 10 CFR 30.35(d) for establishing 
decommissioning financial awrance. 

14. The licensee is authoria to transport Jicensed material in accordance with the provisions of 10 CFR Pad 
71, "Packaging and Transportation of Radioadbe Material." 



- . a  

NOV 07 2007 1 0 : 2 1 A M  BARNERT HOSPITRL 9739776755 P. 3 

W # b W  374.4 US. NUCLEAR REGULATORY COMMISSION 

MATERIALS LICENSE 
SUPPLEMENTARY SHEET 

I PAGE 3 of 3 PAGES 
License Number 
29-17895-01 
DodwtorRBferenceNumber 
030-1 3608 
- ~ ~~ 

Amendment No. 21 

15. Except as specifically provided otherwise in this license, the licensee shall conduct its program in 
accordance with the statements, representations, and procedures contained in the documents, induding 
any enclosures, listed below. This license condition applies only to those procedures that are required to 
be submitted in accordance with the regulations. Additionally, this license condition does not limit the 
licensee's ability to make changes in the radiation protection program as provided for in 10 CFR 35.26. 
The U.S. Nudear Regulatory Commission's regulations shall govern unless the statements, 

correspondence are more restrictive 

For the U.S. Nuclear Regulatory Commission 

OrCgnal slgned by Shihy Xu 

ShMey Xu 
Medical Branch 
Division of Nudear Materials Safety 
Region I 
King of Prussia. Pennsylvania 19406 

Date - A @ A G W 7  BY 

Wednesday, April 18, 2007 t 1 !30:42 AM 



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

j/s/w ?? , and to inform you that the initial processing which 
includes an administrative review has been performed. 

'&Y&U@ z?-3#/P-u? 
&There were no gdministrative 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 /tL/7e"e . 
When calling to inquire about this action, please refer to this control number. 
You may call us on (610) 337-5398, or 337-5260. 

N R C  FORM 532 (RI) 

(6-96) 

Sincerely, 
Licensing Assistance Team Leader 


