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B M MEDICAL CENTER

An affiliate of the Saint Barnabas Health Care System

RONALD . DEL MAURO
President and Chief Executive Officer
Saint Barnabas Health Care System

NANCY L. WOLLEN, RN, BSN, MBA, CHE

Executive Director
Community Medical Center

MrsEL
September 28, 2007

United States Nuclear Regulatory Commission
Region 1

475 Allendale Road

7168
King of Prussia, PA 19406-1415 s30! 215

Re: Materials License 29-09806-03

Dear Sir or Madam:

At this time, Community Medical Center would like to amend its Material License 29-

09806-03 to reflect the addition of Felix Kravets, MD, Arkady Finkel, MD and Paul
Shich, MD as authorized users under 10 CFR 35.200.

Copies of Experience and Preceptor Attestation have been enclosed for Dr. Kravets,
Dr. Finkel and Dr. Shieh.

If you have any questions or require additional information, please do not hesitate to
contact me at 732-557-2036.

Sincerely,

William Caubet, MS, DABR 2 5®
Radiation Safety Officer. — 4---nf'c‘_';
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Saint Barnabas Health Care System — New Jersey's health care system.




NRC FORM 313A (AUD) U.S. NUCLEAR REGULATORY COMMISSION
(3-2007)
AUTHORIZED USER TRAINING AND EXPERIENCE ) .
AND PRECEPTOR ATTESTATION ExpiREs: for12008
{for uses defined under 35,100, 35.200, and 35.500)
[10 CFR 35.190, 35.290, and 35.530]
Name gf Proposed Authorized User | State or Territory Whete-Heensed
e dif ABARTSIND e/ Jesse)
Refuested Authorization(s) {check all that apply}

35.100 Uptake, dilution, and excretion studies
35.200 Imaging and localization studies
D 35.500 Sealed sources for diagnosis (specify device 3

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

* 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 training and experience was completed, Provide dales, duration, and description of continuing
education and experience related to the uses checked above.

[ 1. Board Certification

a. Provide a copy of the board certification.

b. tf using only 35.500 materials, stop here. If using 35.100 and 35.200 materials, skip to and complete Part ||
Preceptor Attestation.

D 2. Current 35.390 Authorized User Seeking Additional 35.290 Authorization

a. Authorized user on Materials License _Mmeeting 10 CFR 35.390 or equivalent Agreement

State requirements seeking authorization for 35.290.

b. Supervised Work Experience,
(if more than one supervising individual is necessary to document supervised work experience, provide multiple
copies of this sectiorn.)

| Location of ExperienceiLicense or | Clock | Datesof

H . - 0 ‘

| Description of Experience | Permit Number of Facility { Hours | Experience”
|
l
|

lEluting generator systems |
appropriate for the preparation of f ~
'radioactive drugs for imaging and i
[Iocalization studies, measuring and : I
testing the eluate for radionuclidic | i
prurity, and processing the eluate J
‘with reagent kits to prepare labeled / |
‘radicactive drugs | ]
e PR J E—

Total Hours of Experience: }
I

i-gd.bg&iéﬁgﬁdim.ug - License/Permit Number listing subervisingr individual as an
| -authorized user

I

|
| f |

D 35.290 |___| 35.390 + generator experience in 32.290{c}{1)Xii}G)

NRC FORM 313A (AUD) (3-2007) PRINTED ON RECYCLED PAPER PAGE 1



NRC FORM 313A (AUD) U.5. NUCLEAR REGULATORY COMMISSION
G207 A UTHORIZED USER TRAINING AND EXPERIENCE AND PRECEPTOR ATTESTATION (cantinued)

| 3. Training and Experience for Proposed Authorized User

a. Classroom and Laboratory Trammg

Dates of |
]

‘f

|

Hours | Tralnlng

|

|

|

IRadlation physics and
‘ instrumentation

|

{Radaatlon protection
|
f

‘»Mathematics pertaining o the use
land measurement of radicactivity | |
|

( e S R
| o |
iChemistry of byproduct materiaf |
‘ffor medical use {not required for | '
35.590) i |
|

J _

\1_ _— J— —_ —_— _— j _—_e,— —— i — ———— —— - — —_— .
@ |

|Radiation biology

y
I
!

‘ Total Hours of Training: !
I

b. Supervised Work Experience (completion of this table is not required for 35.590).
{(If more than one supervising individual is necessary to document supervised work experience,
provide multiple copies of this section.)

—

JSuper\.rlsa‘d Work Eﬁcpenence

Total Hours of
IExperlence

|

—_—
| Description of Experience _
L Must include: |

]Ordenng, receiving, and unpacking ‘
|radioactive materials safely and f
'performing the related radiation |
Isurveys

Performmg quality control .
Iprocedures on instruments used to |
-determine the activity of dosages
land performing checks for proper
operatlon of survey meters !

—

Location of Experience/License or
Permit Number of Facility

— e ——— — — — — o

|

Dates of J
Expenence J

!Yes I‘ |

PAGE 2




NRC FORM 313A (AUD) U.5. NUCLEAR REGULATORY COMMISSION
(2000 A UTHORIZED USER TRAINING AND EXPERIENCE AND PRECEPTOR ATTESTATION (continued)

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

b. Supervised Work Expenence (contlnued)

|
w‘
J
|
|

: Description of Experience “ Locatson of Experlencef’L:cense or | Confirm } Dates of B
; Must Include: J' Permit Numbar of Facility | | Experience* i
. f T i i
!Calculating, measuring, and safely J ] D Yes | I
lpreparing patient or human research } - | )
}. subject dosages | | | {No | |
: [_____._,_____,
il .
’Usmg administrative controls to I\ i D Yes | [‘
jprevent a medical event involving the | i l f
\use of unsealed byproduct material | I N | f
R O Mo A

- | I 1
}Usmg procedures to contain spilled | ‘. m Yes | \
'byproduct material safely and using 1 J i
iproper decontamination procedures \ \ D No 1 ]
== — = e e e e S S ]
| Administering dosages of radioactive I | D Yes | !
ldrugs to patients or human research | | ‘
1subjects ¥ D No | \
'Eluting generator systems appropriatel f D Yes |
ifor the preparation of radioactive 1 ! j
|drugs for imaging and localization | D No |
|studies, measuring and testing the f ! |‘
|eluate for radionuclidic purity, and | 3 i
|processmg the eluate with reagent | \ |
ikits to prepare labeled radioactive [ I (
|drugs l |
P TP — S S
-Supervising Individual .License/Parmit Number listing supervising individual as an

! ‘authorized user

\ Super\nsor meets the requirements below, or equwalent Agreement State requirements {check one).
) [ 35.1%0 [135.290 D 35.390 [ ] 35.390 + generator experience in 35. 290(0)(1)(")(6)

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

e e i e e e e e e

f Device i Type of Training | Location and Dates

e e R

d. For 35.500 uses only, stop here. For 35.100 and 35.200 uses, skip to and complete Part || Preceptor
Attestation.

FAGE 3



NRC FORM 313A (AUD) U.S. NUCLEAR REGULATORY COMMISSION
32000 AUTHORIZED USER TRAINING AND EXPERIENCE AND PRECEPTOR ATTESTATION (continued)

PART Il - PRECEPTOR ATTESTATION

Nate: This part must be completed by the individual's preceptor. The preceptor does not have 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 experignce, obtain a separate preceptor statement from each. {Not
required to meet training requirements in 35.590)

First Section
Check one of the following for each use requested:

For 35.190
Board Certification cat:on

g_\l attest that ﬁ /ﬁ f / A /Zas satisfactorily completed the requirements in
k thorized User' ;

Name of P pose

10 CFR 35.190(a){1) and has achisved a level of competency sufficient to function independently as an
authorized user for the medical uses authorized under 10 CFR 35.100.

OR
Training and Experience

D | attest that has satisfactorily completed the 60 hours of training and

Name of Proposed Authorized User
experience, including a minimum of 8 hours of classroom and iaboratory 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 authorized under 10 CFR 35.100,
For 35.290

Board Cedrtification

m 1 attest that /@Z/ IK /éﬂ /}) d has satisfactorily completed the requirements in
N

of P pased Authorized User

10 CFR 35.290(a)(1) and has achieved a level of competency sufficient to function independently as an
authorized user for the medical uses authorized under 16 CFR 35.100 and 35.200.

OR
Training and Experience

D | attest that has satisfactorily completed the 700 hours of training

Name of Proposed AuthoEe?Uset

and experience, including a minimum of 80 hours of classroom and laboratory {raining, required by 10
CFR 35.280(c}(1), and hias 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.

Second Section
Complete the following for preceptor attestation and signature:

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

E 35.190 [ﬂs&« 200 [¥]35390 [ ]35.390 + generator experience

Name of Preceptor fSlgnature 1 / ‘Te'lephone Number Date

Josery //W/ﬂ W A R YA /4 7

License/Permit Number/Facilty Name ~_ _ / ~ T T T 7

29 -J970¢ 43 L

IV PAGE 4
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NRC FORM 313A (AUD) 1U.S. NUCLEAR REGULATORY COMMISSION
(3-2007)
AUTHORIZED USER TRAINING AND EXPERIENCE .
AND PRECEPTOR ATTESTATION e PRes Ao rzgs 00120
(for uses defined under 35.100, 35.200, and 35.500)
[10 CFR 35.190, 35.290, and 35.590]

Name of Proposed Authorized Us Stateor Territory Where Licensed

Requested Authorization(s) (check all that apply)
[E 35.100 Uptake, diiution, and excretion studies
m 35.200 Imaging and localization studies

I[:] 35.500 Sealed sources for diagnosis {specify device }

PART | -- TRAINING AND EXPERIENCE
{Select one of the three methods below)

* 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 training and experience was completed. Provide dates, duration, and description of continuing
education and experience related to the uses checked above.

1. Board Certification

a. Provide a copy of the board certification.

b. If using only 35.500 materials, stop here. If using 35.100 and 35.200 materials, skip to and complete Part i
Preceptor Attestation.

Ll

Current 35.390 Authorized User Seeking Additional 35.290 Authorization

a. Authorized user on Materials License meeting 10 CFR 35.390 or equivalent Agreement
State requirements seeking authorization for 35.290.

b. Supervised Work Experience,

(If more than one supervising individual is necessary to document supervised work experience, provide muitinle
copies of this section.}

L . Location of Experience/License or Clock Dates of
Description of Experience Permit Number of Facility Hours Experience*

Eluting generator systems
appropriate for the preparation of
radicactive 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 :License/Permit Number listing supervising individual as an

fauthorized user

Supervisor meets the requirements below, or equivalent Agreement State requirements (check all that apply).

D 35.290 D 35,380 + generator experience in 32.290(c)(1){ii{G)

NRC FORM 3134 (AUD) (3-2007) : PRINTED ON RECYCLED PAPER PAGE 1



(3-2007)

NRC FORM 313A (AUD) U.S. NUCLEAR REGULATORY COMMISSION
AUTHORIZED USER TRAINING AND EXPERIENCE AND PRECEPTOR ATTESTATION (continued)

I 3. Training and Experience for Proposed Authorized User
a. Classroom and Laboratory Training.

e - . - Clock Dates of
Description of Training Location of Training Hours Training®
Radiation physics and
instrumentation
Radiation protection
Mathematics pertaining to the use
and measurement of radioactivity
Chemistry of byproduct material
for medical use (not required for
35.590)
Radiation biclogy
Total Hours of Training:
b. Supervised Work Experience (completion of this table is not required for 35.590).
(If more than cne supervising individual is necessary to document supervised work experience,
provide multiple copies of this section.)
Supervised Work Experience Total Hours of
Experience:
Description of Experience Location of Experience/license or Confirm Dates of
Must Include: Permit Number of Facility Experience*

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

[] Yes
[ ]No

Performing quality control
procedures on instruments used to
determine the activity of dosages
and performing checks for proper
operation of survey meters

E} Yes
D No

PAGE 2




NRC FCRM 313A (AUD) U.S. NUCLEAR REGULATORY COMMISSION
#2007 AUTHORIZED USER TRAINING AND EXPERIENCE AND PRECEPTOR ATTESTATION (continued)

3. Training and Experience for Proposed Authorized User {(continued)
b. Supervised Work Experience. (continued)

Description of Experience Location of Experience/License or 5 Confirm Dates of
Must Include: Permit Number of Facility Experience®
Calculating, measuring, and safely ] yes
preparing patient or human research :
subject dosages []nNe
Using administrative controls to i D Yes
prevent a medical event involving the
use of unsealed byproduct material | D No
Using procedures to contain spilled " m Yes
byproduct material safely and using :
proper decontamination procedures D No
Administering dosages of radioactive i U Yes
drugs to patients or human research
subjects [ INo
Eluting generator systems appropriate [:1 Yes
far the preparation of radicactive
drugs for imaging and localization D No
studies, measuring and testing the
eluate for radionuclidic purity, and
processing the eluate with reagent
kits to prepare labeled radioactive
drugs
L
Supervising Individual { License/Permit Number listing supervising individual as an
tauthorized user
Supervisor meets the requirements below, or equivalent Agreement State requirements (check one).
D 35.190 D 35.290 D 35.390 m 35.390 + generator experience in 35.290(c){1}{ii}G)

c. For 35.580 only, provide documentation of training on use of the device.

Device Type of Training Location and Dates j

d. For 35.500 uses only, stop here. For 35.100 and 35.200 uses, skip to and complete Part || Preceptor
Attestation.

PAGE 3




NRC FORM 313A (AUD) U.S. NUCLEAR REGULATORY COMMISSION
#2997 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 to be the supervising
individuai as long as the preceptor provides, directs, or verifies training and experience required. If more than

one preceptor is necessary to document experience, obtain a separate preceptor statement from each. (Not
required to meet training requirements in 35.590)

First Section
Check one of the following for each use requested:

For 35.190
Board Certification

B‘I attest that é’j}é}/ : S‘ 6 I é Qfa/) has satisfactorily completed the requirements in
Name of Proposed Authgrized User

10 CFR 35.190(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.

OR
Training and Experience

E] | attest that has satisfactorily completed the 60 hours of training and

Name of Proposed Authorized User

experience, including a minimum of 8 hours of classroom and laboratory 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 authorized under 10 CFR 35.100.

For 35.280
Board Cerification

m | attest that %{W / Q/) /€ 4/, %é > has satisfactorily completed the requirements in
horized User

" Name of Proposed Aut

10 CFR 35.290(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

I:l | attest that has satisfactorily completed the 700 hours of training

Name of Proposed Authorized User

and experience, including a minimum of 80 hours of classroom and laboratory training, required by 10
CFR 35.280(c)(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.

Second Section
Complete the following for preceptor attestation and signature:

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

g 35,190 m 35.290 &35.390 D 35,390 + generator experience

S Iy
03003 ”

Llcense/Perrmt Number!Facmty Name

PAGE 4
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NRC FORM 313A (AUD) . U.S. NUCLEAR REGULATORY COMMISSION
(3-2007}

AUTHORIZED USER TRAINING AND EXPERIENCE

EXPIRES: 10/31/2008
(for uses defined under 35.100, 35.200, and 35.500)

[10 CFR 35.190, 35.290, and 35.590]

State or Territory Where Licensed

W JehASe

Requested AuthoriZation(s) (check all that apply)
35.100 Uptake, dilution, and excretion studies
35.200 Imaging and localization studies

35,500 Sealed sources for diagnosis (specify device )

PART | -- TRAINING AND EXPERIENCE
{Select one of the three methods below)

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

AND PRECEPTOR ATTESTATION APPROVED BY OMB: NO. 3150-0120

education and experience related to the uses checked above.
%XL Board Certification

a. Provide a copy of the board certification.

Preceptor Attestation.

lm 2. Current 35.390 Authorized User Seeking Additional 35.290 Authorization

State requirements seeking authorization for 35.2940.

b. Supervised Work Experience,

copies of this section.)

b. If using only 35.500 materials, stop here. If using 35.100 and 35.200 materials, skip to and complete Part li

a. Authorized user on Materials License meeting 10 CFR 35.380 or equivalent Agreement

(If more than one supervising individual is necessary to document supervised work experience, provide multiple

- . Location of Experience/License or
Description of Experience T Permit Number of Facility

Hours

Clock T Dates of 7

Experience*

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

e

1

Total Hours of Experience:

Supervising Individual
iauthorized user

D 35.290 D 35.390 + generator experience in 32.280(c){1)(i}{G)

:License/Permit Number listing supervising individual as an

Supervisor meets the requirements below, or equivalent Agreement State requirements (check alf that apply).

NRG FORM 313A {AUD) (3-2067) ‘ PRINTED ON RECYCLED PAPER
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NRC FORM 313A (AUD) U.5. NUCLEAR REGULATORY COMMISSION
#2007 AUTHORIZED USER TRAINING AND EXPERIENCE AND PRECEPTOR ATTESTATION (continued)

3. Training and Experience for Proposed Autharized User
a. Classroom and Laboratory Training.

.

adiation physics and
instrumentation

. - D
Description of Training Location of Training S:,oucrl; Traa'tii?n;t

Radiation protection

Mathematics pertaining to the use
and measurement of radioactivity

Chemistry of byproduct material
for medical use (not required for
35.590)

Radiation biology

Total Hours of Training:

b. Supervised Work Experience {completion of this table is not required for 35.590).

(If more than one supervising individual is necessary to document supervised work experience,
provide multiple copies of this section.)

Supervised Work Experience Total Hours of
Experience:
- Description of Experience Location of Experience/License or Confirm Dates of
Must Include: Permit Number of Facility Experience*
Ordering, receiving, and unpacking
radioactive materials safely and [ ves
performing the related radiation m No
surveys
Performing quality control
procedures on instruments used to []Yes
determine the activity of dosages .
and performing checks for proper | | No
operation of survey meters

PAGE 2




NRC FORM 313A (AUD) U.S. NUCLEAR REGULATORY COMMISSION
@200 A THORIZED USER TRAINING AND EXPERIENCE AND PRECEPTOR ATTESTATION (continued)

3. Training and Experience for Proposed Authorized User (continued)
b. Supervised Work Experience. {continued)

Description of Experience ] Lacation of Experience/License or Confirm Dates of
Must include: Permit Number of Facility Experience* |
Calculating, measuring, and safely [[]Yes \’

preparing patient or human research

subject dosages i D No J

Using adrinistrative controls to m Yes
prevent a medical event involving the

use of unsealed byproduct material Clno
Eng procedures to contain spilled m Yes
byproduct materiai safely and using

proper decontamination procedures E} No
Administering dosages of radioactive m Yes
drugs to patients or human research

subjects B No

- .

Eluting generator systems appropriate E] Yes
for the preparation of radioactive

drugs for imaging and localization [3 No

studies, measuring and testing the
eluate for radionuclidic purity, and
processing the eluate with reagent
kits to prepare labeled radioactive
drugs

Supervising Individuai {License/Permit Number listing supervising individual as an
{authorized user

Supervisor meets the requirements below, or equivalent Agreement State requirements (check oneg).

[Jssi90  [[]35.200 [} 35390  [[] 35.390 + generator experience in 35.290(c)(1)(ii}G)

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

Device Type of Training Location and Dates

—

d. For 35.500 uses only, stop here. For 35.100 and 35.200 uses, skip to and complete Part Il Preceptor
Attestation.

PAGE 3




NRC FORM 313A (AU} 11.S. NUCLEAR REGULATORY COMMISSION
(200 A UTHORIZED USER TRAINING AND EXPERIENCE AND PREGEPTOR ATTESTATION (continued)

PART Il - PRECEPTOR ATTESTATION

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

First Section
Check one of the followind for each use requested:

For 35.190
Board Certification

gl attest that ﬁ 3 K AD 2/ é ? W Ke / /}/ /) has satisfactorily completed the requirements in
Name of Pgoposed Authorized User

10 CFR 35.190(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.

OR
Training and Expetience
[] | attest that has satisfactorily completed the 60 hours of training and

Name of Propasad Authorized User
experience, including a minimum of 8 hours of classroom and laboratory training, required by 10 CFR
35.180(c)(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.

For 35.290
Board Ceriification
&I attest that 7 k¢ /1] ) has satisfactorily completed the requirements in

Name of Propgsed Authorized User

10 CFR 35.280(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
D | attest that has satisfactorily completed the 700 hours of training

Mame of Proposed Authorized Usar
and experience, including a minimum of 80 hours of classroom and laboratory training, required by 10
CFR 35.290(c)(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.

Second Section
Complete the following for preceptor attestation and signature:

E/lmeet the requirements below, or equivalent Agreement State requirements, as an authorized user for:

35.290 giss.sgo I:l 35.380 + generator experience

License/Permit Number/F acility Name %” Ee*l;je E;i}e:}/ ﬂi QA/ J/ l
294906 - 13

Name of Pretepior
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