Rakesh Passi, MD
3000 Hadley Road
South Plainfield, NJ 07080
908-222-7212
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United States

Nuclear Regulatory Commission
Medical Licensing Branch

475 Allendale Road

King of Prussia, PA 19406-1415
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July 18, 2008

Subject:  Amend License 29-30917-01 03 (/) 8 (ﬂgr( q

This is a request to amend this license and add Gerald Weisfogel, MD, as an authorized
user. Enclosed please find all the necessary documents to support his training and
experience.

The current RSO and Authorized User will remain the same.

Please direct all questions regarding this request to Desiree Clisura who can be reached at
908-222- 7212 ex. 413.

Regards,

élj@s@é,ﬂ')

Passi, MD
Authorized User
RSO
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Enclosure 6
RIS 2006-27
Page 1 of 4

|HRC FORM 313A (AUD) U.S. NUCLEAR REGULATORY COMMISSION
AUTHORIZED USER TRAINING AND EXPERIENCE

(for uses defined under 35.100, 35.200, and 35.500})
[10 CFR 35.190, 35.290, and 35.590]

AND PRECEPTOR ATTESTATION e

Name of Proposed Authorized User Sfate or Termitory Where Licensed

(aerald Wershoael , M D New Jersey

Requested Authorization(s) (ch;ék all that apply)
JD 35.100 Uptake, dilution, and excretion studies
Bf35.200 Imaging and localization studies

_ D 35.500 Sealed sources for diagnosis {specify device

PART | — TRAINING AND EXPERIENCE
(Select one of the three methods below)

education and exparience related to the uses checked above.
[ ] 1. Board Cettification

<]

. Provide a copy of the beard certification.

o

Preceptor Atiestation.

J[:] 2. Current 35.390 Authorized User Seeking Additional 35.290 Authorization

a. Authorized user on Materials Licenze
State requirements seeking authorization for 35.280.

b. Supervised Wark Experience.

{* Training and Experience, including board certification, must have been obtained within the 7 years preceding
the date of application or the individual must have obtained related continuing education and experience since
the required fraining and experience was completed. Provide dates, duration, and description of continuing

. I using only 35.500 materials, stop here. if using 35.100 and 35.200 materiak, skip to and complete Part 1l

meeting 10 CFR 25.390 or equivalent Agreement

{if more than one supervising individual is necessary to document supervised work experience, provide mulijple

copies of this section.}
. g . Lacation of ExperiencelLicense or Clock Dates of
D on of Experien ; = ]
B wan arEpentncs Permit Number of Facility Hours Expenience*
Eluting generator systems
appropriate for the preparation of
radioactive drugs for imaging and
localization studies, measuring and
testing the eluate for radionuclidic
purity, and processing the eluate
with reagent kits to prepare labeled
radioactive drugs
Total Hours of Experience:
Supervising Individual il_ioense-.’Pemﬁt Mumber listiné supervising individual as an
lauthotized user
Supetvisor meets the requirements below, or equivalent Agraement State requirements (check all thet apply).
[Jas290  [[] 35.390 + generator experience in 32.290(cK 1)(ii{G)

NRC FORM 3434 JAUC) (%0-XC51 " FRINTED OM RECYCLED PAPER

FACE1



Enclosure 6
RIS 2006-27
Page 2 of 4

NRC FORM 313A (AUD}
(1G-2006}

U.S. NUCLEAR REGULATORY COMMISSION
AUTHORIZED USER TRAINING AND EXPERIENCE AND PRECEPTOR ATTESTATIONM (continued)

3. Training and Experience for Proposed Authorized User

a. Classroom and Laboratary Training.

S Tl .. i Clock Dates of
Description of Training Location of Training Hoills Training*
Radiation physics and
ingtrumentation
)
\M
N . g\
Radiation protection 8'/ Q
5 99/ o\ N\
% {)U- Y}
Mathematics pertaining to the use Q}}’ @" Ag
and measurement of radioactivity / 0
' ‘ N
2 N
Xy
Chemistry of byproduct material %J J\
for medical use (not required for 2 X
35.590) &\}4 \ 31
VAR
‘ f \)5_1’
Radiation biology \j\(\\
Totai Hours of Training: | OO hes .
b. Supervised Work Experience (completion of this table is not required for 35.580).
(If more than one supervising individual is necessary fo document supervised work expenence,
provide muliipte copies of this section.)
flahcrition of £ e Location of Experience/License ar Clock Dates of
MR O Expanonce Permit Number of Facility Hours | Experience*
Ordering, receiving, and unpacking :T(:m.t, A 0%
radioactive materials safely and 30(13 H”‘d \‘D‘hw q‘JW/ 7'0/ Jo
performing the relatad radiation SopHn Plox ’I(J(:
SUIVEYS P e
Performing quality control URCJLCL#'

determine the activity of dosages
and performing checks for proper
aperatian of survey meters

r procedures on instruments used to

?lal;!fgﬁ s, 29-301FP

00%0

Jiuna 200
P,\quwf

L)

I Calcutating, measuring, and safely
preparing patient or human research
subject dosages

2000 Hadlky Rd.

NRE Jau*H
Paunfell, NO. 49-3017 -
Gtk
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Enclosure 6
RIS 2006-27
Page 3 of 4

NRC FORM 313A (AUD} ' U.S. NUCLEAR REGULATORY COMMISSION
(10 i
“EIEE AUTHORIZED USER TRAINING AND EXPERIENCE AND PRECEPTOR ATTESTATION (continued)

3. Training and Experience for Proposed Authorized User {continued)

b. Supervised Work Experience. (continued)

. . Location of Experienceflicense or Clock Dates of
SRR Ren D Experehs Permit Mumber of Facility Hours Experience*
B (2 {‘ : ‘a_ -
Using administrative controls to m )’ “’P‘dlﬂ Ed Pet M )’we

prevent a medical event involving the a:) ﬂour'ﬁc\c V\)S 4?‘5 Oq/ 7'0

use of unsealed byproduct material

orecort

Using procedures to contain spilled gC(D H'A &“ A JZ'U:;W M 330‘
byproduct material safely and using | Gy, ?\oun L).) 29 2117 ¥0) ;R d
1|

proper decontamination procedures

Administering dosages of radicactive | SCC0 % ‘:%‘ NI e ¥ Juuie 2004
drugs to patients or human research ?D \ T ;
subjects So. \ﬂmg&) R9-30013-0\ P/\—W”d

Eluting generator systems appropriate ¢ [ l

* for the preparation of radioactive ' Q Q'@ %
drugs for imaging and localization
studies, measuring and testing the
eluate for radionuclidic purity, and ﬁw} UJW’H
processing the eluate with reagent

I kits to prepare labeled radioactive

drugs

(€16

Total Hours of Experience: W th

License/Permit Number listing supervising individual as an
authorized user

14?9. -30917-0l

| [Scpervising individuat
| ?p«kes\\?xssi S M D

Supervisor meets the requirements below, or equivaient Agreement State requtrements (check one).

[]3s5.190 gﬁszgn [J35.390  [] 35.390 + generator experience in 35.290(c)(1)i}{G)

c. For 35.590 only, provide documentation of training on use of the device.

J Device Type of Training Location and Dates

d. For 35.500 uses only, stop here. For 35.100 and 35.200 usas, skip to and complete Part il Preceptor
I Aftestation.

FAGEZ2



Enclosure 6
RIS 2006-27
Page 4 of 4

NRC FORM 313A (AUD) U.5. NUCLEAR REGULATORY COMMISSION
11C-2CC8) a
o AUTHORIZED USER TRAINING AND EXPERIENCE AND PRECEPTOR ATTESTATION {(continued)

PART Il - PRECEPTOR ATTESTATION

Note:  This part must be completed by the individual's preceptor. The preceptor does not have ta be the supervising
individual as long as the preceptor provides, directs, or verifies training and experience required. If more than
one preceptor is necessary te document experience, obtain a separate preceptor statement from each. (Not
required to meet fraining requirements in 35.590}

First Section
Check one of the following for each use requested:
For 35.150
Board Certification

[:] | attest that has satisfactorily completed the requirements in
Name o Propos2d Aulbanzed Uses

10 CFR 35.190(a){1) and has achieved a level of competency sufficient to function independently as an
autharized user for the medical uses authonized under 10 CFR 35.1400.

OR
Training and Experience :
D | attest that [ has satisfactarily completed the 60 hours af training and

Mame of Propassd Authanzed Uses
experience, including a minimum of 8 hours of classroom and faboratary training, required by 10 CFR

35.190(c)(1), and has achieved a level of competency sufficient to function independently as an
authorized user for the medical uses autharized under 10 CFR 35.1G0.

For 35.250
Board Cettification
[:I t attest that has satisfactorily caonipleted the requirements in
Name of Propossd Aulhorzed Uses

10 CFR 35.240(a)(1) and has achieved a level of competency sufficient to function independently as an
authorized user for the medical uses authorized under 10 CFR 35.100 and 35.200.

OR
Training and Experience

g | attest that G:Qf,ﬂ/\d M. M(Dhas satisfactorily compleied the 700 hours of training

Mame of Proposad Auttonzeddees

and experience, including a minimum of 80 haurs of classroom and laboratory training, required by 10
CFR 35.290{(c}{1), and has achieved a level of campetency sufficient to function independentiy as an
authorized user for the medical uses authorized under 10 CFR 35.100 and 35.200.

Second Section ;
Complete the following for preceptor attestation and signature:

B’l meet the requirements below, or equivalent Agreement State requirements, as an authorized user for:

[]3s190  PJas2s0  []35390  []35.390 + generator experience

KNamg cf Pracept Signagen y Telephone Number | Date;
Erkesh ss, UD | K f . /0 13322 5-4#4c) 7] 1018
/ f '

License/Permit Number/Faciity Name

NEC #29-30017-01

FAGE 4
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Enclosure 6
RIS 2006-27
Page 3 of 4

NRC FORM 313A (ALD}
1CIER a4 ITHORIZED USER TRATNI

NG AND EXPERIENCE AND PRECEPTOR ATTESTATION (continued)

U.5. NUCLEAR REGULATORY COMMISSION

3. Training an

. Supervised Work Experience. {continued)}

d Expertience for Proposed Authorized User {continued}

Dascription of Experience

Location of Experiencefticense or Clock
Permit Number of Facility Hours

Dates of
Experience*

Using administrative controls to
prevent a medical event involving the
uze of unsealed byproduct materia!

Using procedures to contain spilled
byproduct material safely and using
aroper decontamination procedures

Administering dosages of radicactive
drugs to patients or human research
subjecis

Eluting generator systems appropriate
for the preparation of radioactive
drugs for imaging and localization
studies, measuring and testing the

sluate for radionuciidic purity, and
processing the eluale with reagent
Kits to prepare labeled radicactive
drugs

o (o
WWwe

g

o

Total Hours of Experience:

Supervising individual

[perri—r RPO

. DASI KA
FZ___S_o

|icense/Permit Number listing supevising i
authorizad user

pee 29-Jol 73-0L

LD si90 535200

Supervisor meets the requirements below, of equivaient Agreement Stéte requirements (check ane).

[]253%0  [] 35390 + generator experience in 35.290(c)(1)FHG)

ndividual as an

c. For 35.590 only, provide documeantation of training on use of the device.

Device

Type of Training

Location and Dates

Aftestation.

d. For 35.580 uses only, stop here. For 35.100 and 35.200 uses,

skip to and complete Part It Preceptor

FAGE 3



5300 0Q)

Svi

CME CREDIT
CERTIFICATE

Gerald Weisfogel, M.D.

Has completed up to

100 Hours

Of Category 1 CME credit through participation in the course(s)/activities
conducted by the Institute for Nuclear Education (INME), March 8" - 16",
2008, in Secaucus, NJ.

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

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

IMS designates this educational activity for a maximum of 100 credit
hours AMA PRA Category 1 Credits™.

Participants should claim only those hours of credit that he/she actually
spent in the activity as established by registration and attendance.

Please retain this Certificate for your records.
The Institute for Medical Studies

14 Monarch Bay Plaza, Suite 202
Monarch Bay, CA 92629




Radioisotope Handling
Attestation and Certification

Completion and Competency
This document is an affidavit that

Gerald Weisfogel, M.D.

, has successfully completed the prescribed didactic program of
q i education and has achieved the objectives of this program

” ’ m’ as evidenced by written examination

";" This Program provides the following levels of documented accomplishment
S 100  Continuing Education Units (CEU)
i b 100  Didactic Instructional Hours (DIH)
' In compliance with 10CFR35/ AEA 73-689
100  Board Accepted Hours NUSPEX, NMTCB
ABMRSO, ABR, ABNM, CBNC

16 March 2008 204081
Certifying Official Date Completed Certification

Institute for Nuclear Medical Education

ertified, Approved and Regulated by the Division of Private Occupational Schools, Department of Higher Education in Colorado. Validated by the American Council on
ducation (ACE), recognized by the American Association for Collegiate Registrars, Council on Post-Secondary Education. Licensed by NRC & Agreement States.
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This is to ackrowledge the receipt of your letter/application dated

7 ' 6 08 , and to inform you that the initial processing which
includes an administrative review has been performed.

IE Therﬁv&ggéﬁgk‘s‘ttmveém%sﬁoag %U(Zp;)ﬁgtign was assigned to a

technical reviewer. Please note that the technical review may identify additional
omissions or require additional information.

l:l 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 l}_rr)_/A Sq .
When calling to inquire about this action, please refer to this control number.
You may cal! us on (610) 337-5398, or 337-5260.

NRC FORM 532 (RI) Sincerely,
(6-96) Licensing Assistance Team Leader



