'm SAINT BARNABAS
HEALTH CARE SYSTEM

Monmouth Medical Center

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

December 3, 2008

U.S. Nuclear Regulatory Commission

475 Allendale Road

King of Prussia, PA 91406-1415

RE: License No. 29-08113-03 030 170 ‘6

Dear NRC License Reviewer:
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This letter is to support the AUTHORIZED USER TRAINING AND EXPERIENCE
AND PRECEPTOR ATTESTATION, NRC FORM 313 A (AUD) for the approval of
Ernest Flowers Wiggins I1I, M.D. as an Authorized User for 35:100, 35:200, and 35:300,
“Oral administration of sodium iodide I-131 requiring a written directive in quantities

greater than 1.22 gigabecquerels ( 33 millicures)”.

Attached please find the completed forms in addition to the required supported
documentation. These forms and documents have been reviewed by both me and the
signing preceptors for accuracy. An explanation of the forms and their content has also
been reviewed at the November 20, 2008 radiation safety committee meeting for their
approval. They have also been reviewed by senior administration.

Please feel free to contact me at 732.923.6811, should you need additional information or

have any questions.

Sincerely yours,

\rtwo fz,(/w/ ///%,(
Thomas Piccoli, DABR
Radiation Safety Officer

Attachments:

NRC FORMS 313 A

Sincerely yours,

Sy

Bill Arnold

Chief Operating Officer

142100
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Saint Barnabas Health Care System - New Jersey’s health care leader.




NRC FORM 313A (AUD) U.S. NUCLEAR REGULATORY COMMISSION
(10-2007)

AUTHORIZED USER TRAINING AND EXPERIENCE NG 3150,
AND PRECEPTOR ATTESTATION EPIRae o tm00 O S1eo-0120

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

Name of Proposed Authorized User ‘State or Territory Where Licensed

ERNEST FLOWERS WIGGINSIILMD g NEW JERSEY _
Requested Authorization(s) (check all that apply)

v | 35.100 Uptake, dilution, and excretion studies
/1 35.200 Imaging and localization studies

F[ 1 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.

v| 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 ||
Preceptor Attestation.

| | 2. 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 multiple
coples of this section.)

e o _ - N

WLocation o? E)Eéir'ierhcé/u?c;hsé or
Permit Number of Facility

| Clock | Dates of
. Hours Experienc2” |

- R e

|
|

Description of Experience \
Eluting generator systems
appropriate for the preparation of | | ‘
radioactive drugs for imaging and ‘ \ |
localization studies, measuring and \ ‘ |

testing the eluate for radionuclidic
lwith reagent kits to prepare labeled ‘ ‘

purity, and processing the eluate ‘ \ ‘

Total Hours of Experience: J
~ License/Permit Number listing supervising individual as an
authorized user \

| R . - e
Supervisor meets the requirements below, or equivalent Agreement State requirements (check all that apply). \

| | |]35.290 .1 35.390 + generator experience in 32.290(c)(1)(ii)(G)

-

NRC FORM 313A (AUD) (10-2007) PRINTED ON RECYCLED PAPER “AGE 1



NRC FORM 313A (AUD) U.S. NUCLEAR REGULATORY COMM::3SION
(102007 AUTHORIZED USER TRAINING AND EXPERIENCE AND PRECEPTOR ATTESTATION (continued)

D 3. Training and Experience for Proposed Authorized User

Clock | Dates cf
' Hours Training™

Description of Training Location of 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 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 cf
Must Include: Permit Number of Facility . Experience*
‘Ordering, receiving, and unpacking " Yes
iradioactive materials safely and b
 performing the related radiation 3 " No :
isurveys ‘g ‘ |
| S S S S (S I - —
'Performing quality controt | |
procedures on instruments used to | Yes |
determine the activity of dosages - |
and performing checks for proper . No |
operation of survey meters \
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NRC FORM 313A (AUD) U.S. NUCLEAR REGULATORY COMMI;SION
(0290 AUTHORIZED USER TRAINING AND EXPERIENCE AND PRECEPTOR ATTESTATION (continued)

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

[ Descnpt:on of Expenence 77777 ‘ Locatlon of E;perlence/LlcerTse or ‘ Confirm | Dates of
| Must Include: | Permit Number of Facility ‘ \ Expenen«_ﬂ
Calculating, measuring, and safely \ ' Yes ’
preparing patient or human research | ‘ . \ 1
'subject dosages || INo

L | R ]
Using administrative controls to ; : { ‘ Yes

prevent a medical event involving the o

use of unsealed byproduct material No

Usmg procedures to contain spllled | | L ‘ Yes

byproduct material safely and using \ '

proper decontamination procedures | No

Admlnlstenng dosages of radioactive \ | Yes

‘drugs to patients or human research | _

subjects 'No ‘
\Elutmg generator systems appropnateT | Yes ‘ !
for the preparation of radioactive - }
\drugs for imaging and localization i ‘f 'No

‘studies, measuring and testing the \ | |
eluate for radionuclidic purity, and | 3
processing the eluate with reagent ‘

kits to prepare labeled radioactive ‘ | 1
,drugs ! ‘ | ‘
}Supervising Individual i License/Permit Number listing superwsmg |7r717dK/|dual as an j
| .

‘authorized user

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

] 35.190 J 35.290 | ]35.390 | 35.390 + generator experience in 35. 290(c)(1)(u)(G) \‘

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

~AGE 3



NRC FORM 313A (AUD) U.S. NUCLEAR REGULATORY COMMI:SION
(10297 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 supervisirg
individual 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)

By checking the boxes below, the preceptor is attesting that the individual has knowledge to fulfill the duties of the
position sought and not attesting to the individual's "general clinical competency.”

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

For 35.190
Board Certification
W | attest that ERNEST F. WIGGINS, MD  has satisfactorily completed the requirements in

Name of Propos'ediAJthorriiieFUser )
10 CFR 35.190(a)(1) and has achieved a leve! of competency sufficient to function independently as an
authorized user for the medical uses authorized under 10 CFR 35.100.

CR
Training and Experience

!l attest that has satisfactorily completed the 60 hours of training anc
o 7Nam'ergfir-’rroposiédiAuthdr'i;eg User o
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 Certification

f/ } | attest that ERNEST F. WIGGINS, MD  has satisfactorily completed the requirements in

" Name of Proposed 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 10 CFR 35.100 and 35.200.

OR
Training and Experience

| 1 attest that has satisfactorily completed the 700 hours of training

NameEi’lrbpoéémthorﬁédiUserr o

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 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:

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

'v135.190 |V 35.290 v 35.390 | 35.390 + generator experience
Name of Preceptor Sighuye - 7\"T7é|ep7h’6§e Number  Date
RICHARD RUCHMAN, M.D. : - i(732) 923-1311 i11/24/200>8

License/Permit Number/Facilit'y'Ea'me '

29-08113-03 MONMOUTH MEDICAL CENTER, 300 2ND AV. LONG BRANCH, NJ. 07740
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NRC FORM 313A (AUT) U.S. NUCLEAR REGULATORY COMMISSION
(10-2007)

AUTHORIZED USER TRAINING AND EXPERIENCE ) o
AND PRECEPTOR ATTESTATION EXPIRES: 103172008

(for uses defined under 35.300)
[10 CFR 35.390, 35.392, 35.394, and 35.396]

Name of Proposed Authorized User State or Territory Where Licensed
ERNEST FLOWERS WIGGINS II1, MD lNEW JERSEY
Requested Authorization(s) (check all that apply): 1

' 135.300 Use of unsealed byproduct material for which a written directive is required
OR

~ 135.300 Oral administration of sodium iodide i-131 requiring a written directive in quantities less than or equal to
1.22 gigabecquerels (33 millicuries)

[{ . 35.300 Oral administration of sodium iodide i-131 requiring a written directive in quantities greater than 1.22
gigabecquerels (33 millicuries)

" \ 35.300 Parenteral administration of any beta-emitter, or photon-emitting radionuclide with a photon energy less
than 150 keV for which a written directive is required

. 135.300 Parenteral administration of any other radionuclide for which a written directive is required

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 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. ‘

|V 1. Board Certification
a. Provide a copy of the board certification.

b. For 35.390, provide documentation on supervised clinical case experience. Thetable in section 3.c. may
be used to document this experience.

c. For 35.396, provide documentation on classroom and laboratory training, supervised work experience,
and supervised clinical case experience. The tables in sections 3.a., 3.b., and 3.c. may be used to
document this experience.

d. Skip to and complete Part || Preceptor Attestation.

2. Current 35.300, 35.400, or 35.600 Authorized User Seeking Additional Authorization

a. Authorized User on Materials License ) ~__ underthe requirements below ¢

equivalent Agreement State requirements (check all that apply):

| 35.390 |, 35.392 | | 35.394 _ 35.490 | |35690

b. If currently authorized for a subset of clinical uses under 35.300, provide documentation on additional
required supervised case experience. The table in section 3.c. may be used to document this
experience. Also provide completed Part 1l Preceptor Attestation.

c. If currently authorized under 35.490 or 35.690 and requesting authorization for 35.396, provide
documentation on classroom and laboratory training, supervised work experience, and supervised clinical
case experience. The tables in sections 3.a., 3.b., and 3.c. may be used to document this experience.
Also provide completed Part |l Preceptor Attestation.

NRC FORM 313A (AUT) (10-2007) PRINTED ON RECYCLED PAPER FAGE 1



NRC FORM 313A (AUT) U.S. NUCLEAR REGULATORY COMMI:;SION
(10-2007)

AUTHORIZED USER TRAINING AND EXPERIENCE AND PRECEPTOR ATTESTATION (continued)

/| 3. Training and Experience for Proposed Authorized User

a. Classroom and Laboratory Trarnmg V | 35. 390 V| 35.392 v 35.394 |  35.396
L U L o | Clock  Datesct
i Description of Trammg l Location of Trammg \ H ours ‘ Training*
Radiation physics and \Monmouth Medical Center 30 7-03-7-07 ‘
Instrumentation License Number: 29-08113-03 | | |
‘Radiation protection lMonmouth Medical Center 21 7-03 -7-07 i\
Mathematics pertaining tothe | Monmouth Medical Center 12 7-03-7-07 |
use and measurement of \
‘ rad|oact|v|ty iLlcense Number: 29-08113-03 ‘
‘Chem‘istry of byproduct !Monmouth Medical Center 6 \7-03 -7-07 j
‘%materlal for medical use License Number: 29-08113-03 ‘ __‘
— I i r -
'Radiation biology ‘Monmouth Medical Center 121 7-03-7-07 \
! |License Number: 29-08113-03 ‘ _ Aj
Total Hours of Tralnmg !
b. Supervised Work Experience /135.390 V] 35.392 v 35.394 | 135396
If more than one supetvising individual is necessary to document supervised training, provide multiple copie::
of this page.
Supervrsed Work Experrence ‘Total Hours of 3 B
L ] ~ |Experience: Sce j clows )
] Descnptlon of Experlence T Locatnon of Experlence/Llcense or . Confirm . Dates o X
Must Include Permrt Number of Facrhty l . Experienca*
Ordering, recervmg and i~ .
‘unpacklng radioactive materials Monmouth Medical Center A Yes ‘Throughou
safely and performing the License Number: 29-08113-03 | B Residency:
‘related radiation surveys | [ No }7 03-7-07 @
 Performing quality control ‘Monmouth Medical Center [ /| Yes ‘\ |
‘procedures on rnstruments. - o ;
|used to determine the activity | License Number: 29-08113-03 " No ‘ 1
of dosages and performing L | ‘
checks for proper operation of ! ‘
rsurvey meters | f ;
\lCaflcluIatlng measu?ng{ and 1\Monmouth Medical Center /] Yes \T W L
safely preparing patient or ) Co ‘
human research subject |License Number: 29-08113-03 } r No !
dosages = | \
'Using admrnlstrat;ve controls to \Monmouth Medical Center | v/ Yes | ‘L ‘r
.prevent a medical event L"‘ |
involving the use of unsealed ‘Llcense Number: 29-08113-03 "7 INo \ \
\byproduct material [ -
| Usrl?gdpbrocedures to tcontaln \Monmouth Medlcal Center \v| Yes ‘ i \
spilled byproduct material
el o Seing proper License Number: 29-08113-03 e \

decontammatlon procedures \ P
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NRC FORM 313A (AUT) U.S. NUCLEAR REGULATORY COMMISSION
{10-2007)
AUTHORIZED USER TRAINING AND EXPERIENCE AND PRECEPTOR ATTESTATION (continued)

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

‘ License/Permit Number lrigt'inégﬁperivisiﬁé individual as an
| rauthorized user i

\Richard Ruchman, M.D. & Salman Rashid, M.D. %29-08113-03 |

"Supervising Individual

~Superrvrisihg'individu'al meets the reduirerhenfe belrow, or eduivalrent Agreement State rrequifemehts'(rcheek all that ‘
‘apply)*™:

H;/\ 35.390  With experience administering dosages of: |

V135392 ' Oral Nal-131 requiring a written directive in quantities less than or equal to 1.22 |
1/ 35394 ~ gigabecquerels (33 millicuries) ‘
;\ \/W 35.396 | | Oral Nal-131 in quantities greater than 1.22 gigabecquerels (33 millicuries) ‘\
T ' | Parenteral administration of beta-emitter, or photon-emitting radionuclide with a photon

| " energy less than 150 keV requiring a written directive is required \
l o ‘ Parenteral administration of any other radionuclide requiring a written directive ‘

\ requesting authorized user status.

¢. Supervised Clinical Case Experience
If more than one supervising individual is necessary to document supervised work experience, pravide
multiple copies of this page.

r - - o T - - ‘ """ - - - T T - - T T — -

Location of Experience/License or Permit \ Dates of
Number of Facility Experience*

| Description of Experience \ Involving Personal
! Participation |

|Oral administration of sodium \6@* arached | MO Madiced Ccaer See ‘ |
\iodide [-131 requiring a written \ 29 -OR\W\D -O3 “ ATrecHéD |
directive in quantities less than | ‘ !
or equal to 1.22 gigabecquerels ! i

(33 millicuries) \ , ‘
| |

e

‘Oral administration of sodium | | Mommeltn Medical Center Se& |
liodide 1-131 requiring a written \S€€ ATPeRes Fi-ORW3 -0 \ A |
directive in quantities greater | \ P TR ‘
than 1.22 gigabecquerels (33 \ | | |
millicuries)

 Parenteral administration of ‘ ‘ ‘
|any beta-emitter, or I N ‘ l
_photon-emitting radionuclide ‘ / A | ‘
\withaphoton energy less than \ ‘ \
1150 keV for which a written ‘ !
idirective is required | | ’
Parenteral administration of (| T T
any other radionuclide for ‘ i
which a written directive is ™N / AN \

\ required | i |

o N ‘ |

| (List radionuclides) i
- I
FAGE 3




&K
=

AH Tligible

s \\%OARO“‘

- (ertificate ﬁn. 55736

Amenican Golloge of

%M%y W%WYW

%&Wmﬁmwmmo/

M cordifies that
Lrnest Flmwers Wingine 111, MB
Has Wm sccqpled counsa of pradunts sy

%W Boand of Radiology

On this sicth, dvy of Jume, 2007
Thenoby demonstaling lo the sadisfuction of the Hoard
that he is qualified lo practioe he specially of

Biagnostic Radiology

Halid through 2017



Form B

1-131 Therapv Experience

NOV\V\O%U‘) mdi(&\ Cexcter

Z’//Z/wgf M%/ES‘MD 5)l—- 0b- Ob- o
Resident Name f Program & Number
Date Dose Administered Preceptor (AU) Print & Sien Name

L M /‘/-/ma SAL-MAN  RASK4D My,

Print Name ) .
= e
Sign Name
2. §[3/06 9/'7 @ lR\\L\\ A Kodenan, e
Print Napfe
'Sign Name
3. 3/2‘{' Joc 22 :C/ SBLMAN  RALIMD  mMn
Print Name L
= ol
Sign Name
4,
Print Name

Sign Name



Form C

I-131 Greater Than 33 mCi Experience

Ernfs*‘ UL)\&BS{hsm\D 6(_ ob- ok - =

Resident Name Program & Number

Date Dose Administered Preceptor (AU) Print and Sign Name

1. ‘T\S/O(o /of. b Ric\\o«& ‘Ro\c;\r\mou\{ MmD
Print N
Ll )z
‘Sign Name

20340 5. & Rednard. Rachman, mI
Prup Na

.

Sign Name — —

.6 15347 Ridhard. Rochmon, mT

Sign Name



Form A

American Board of Radiology - Program Director Attestation

COMPLIANCE WITH NRC TRAINING AND EXPERIENCE REQUIREMENTS

More information can be found at the following link:
http://www.nrc.gov/reading-rm /doc-collections/cfr/part035/part035-0290.html

Monenout™ Miedica\ Cenyex
50/457 M&FA/S ) Qm&\o\oqq 2 —ob-0b-a

Resident Name Program Program #

YES NO

By the time of the ABR oral examination, this applicant will have successfully completed the hours of /
training and experience as outlined in 10 CFR 35.290and 35.392.........cciiiiiiiiiiciiiinii e

This applicant has taken part in = 3 cases of oral administration of I-131 therapy (= 33mCi)..............

The resident’s logbook of these therapy experiences (date, dose, and preceptor) is attached........... U

The work and experience cited above for § 35.290 was obtained under the supervision of an
Authorized User (AU) who meets the requirements under relevant sections of § 35.290 or equivalent 4
Agreement State TEQUITEIMENS. ... ..enierninienetitint e s b s bbb sss s

The work and experience cited above for § 35.392 was obtained under the supervision of an
Authorized User (AU) who meets the requirements under § 35.390, 35.392 or 35.394 or

equivalent Agreement State TEQUITEMENTS. ... ..o ittt ettt (V%
Kicnerd Kudnma N MO e dixHoT
Residency Program Director Program Director Date

(Print Name) (Signature)


http://www.nrc.qov/readinq-rm

Aug 06 08 03:41p Ernest UWiggins (609) 883-0403

t ca Mallinckrodt Inc.
lI 26 Chapin Rd, Unit 1110
P.O. Box 671
Healthcare Pine Brook, NJ 07058

Tele: 973-227-0179

N Fax: 973-227-0678
Mallinckrodt www.mallinckrodi.com

May 9', 2007

Monmouth Medical Center
300 2™ Avenue
Long Branch, NJ 07740

Re: Ernest F. Wiggins III, MD Training on Mo-99/Tc-99m Generator
The above mentioned individual had observed the following:

¢ Elution of Technescan DTE Mo-99/Tc-99m Generator

¢ Moly Break Through test of a Tc-99m Elution

e Alumina Ion Break Through test of a Tc-99m Elution

* Compounding a radiopharmaceutical kit

» Quality Control test of a radiopharmaceutical kit

e Dispensing process of a radiopharmaceutical

* Surveying of incoming and outgoing of radioactive material packages

In partial fulfillment of the requirements of 10CFR 35.290

“Eluting generator systems appropriate for preparation of radivactive drugs for imaging and localization
studies, measuring and testing the eluate for radionuclidic purity, and processing the eluate with reagent kits to
prepare labeled radicactive drugs...”

under my direct supervision on 05/09/07 while at the Mallinckrodt Pharmacy in Pine Brook, NJ.

Sincerely,

Tony Hoang Nguyen, R.Ph.
Authorized Nuclear Pharmacist
Radiation Safety Officer



NRC FORM 313A (AUT) U.S. NUCLEAR REGULATORY COMMI:SION

(10-2007)
AUTHORIZED USER TRAINING AND EXPERIENCE AND PRECEPTOR ATTESTATION (continued)

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

c. Supervised Clinical Case Experlence (contmued)

Superwsmg Individual ?'Licéose/Pérmit Number Iistiné supé;visiné individual as an |
| -authorized user ?
RICHARD RUCHMAN, M.D. ‘29 08113-03 ‘
\Superwsmg individual meets the requirements below, or equlvalent Agreement State requirements (check all that |

apply)™:
135390 © With experience administering dosages of:

in/‘\ 35.392 |/ Oral Nal-131 requiring a written directive in quantities less than or equal to 1.22

"/ 35304 gigabecquerels (33 millicuries)

W'\ 35 396 w/ Oral Nal-131 in quantities greater than 1.22 gigabecquerels (33 millicuries) %
: ' - '/| Parenteral administration of beta-emitter, or photon-emitting radionuclide with a photon

| - energy less than 150 keV requiring a written directive is required

7 | Parenteral administration of any other radionuclide requiring a written directive

e Superwsmg Authorlzed User must have experience in administering dosages in the same dosage category or categorles as the individual
i requesting authorized user status.

d. Provide completed Part Il Preceptor Attestation.

PART Il - PRECEPTOR ATTESTATION

Note: 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 experience, obtain a separate preceptor statement from each.

By checking the boxes below, the preceptor is attesting that the individual has knowledge to fulfill the duties of the
position sought and not attesting to the individual's "general clinical competency.”

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

For 35.390:
Board Certification

vV | | attest that ERNEST F. WIGGINS, M.D. has satisfactorily completed the training and experience

Name of Proposed Authorized User

requirements in 35.390(a)(1).

OR

Training and Experience
[V] | attest that ERNEST F. WIGGINS, M.D. has satisfactorily completed the 700 hours of training

~ Name of Proposed Authorized User

and experience, including a minimum of 200 hours of classroom and laboratory training, as required by
10 CFR 35.390 (b)(1).

PAGE 4



NRC FORM 313A (AUT) U.S. NUCLEAR REGULATORY COMM:SSION
(10-2007)
AUTHORIZED USER TRAINING AND EXPERIENCE AND PRECEPTOR ATTESTATION (continued)

{Preceptor Attestation (continued)
First Section (continued)

For 35.392 (Identical Attestation Statement Regardless of Training and Experience Pathway):

v ' lattestthat ERNEST F. WIGGINS, M.D. has satisfactorily completed the 80 hours of classroor

‘Name of lsfopééed ;utho/r'ized User

and laboratory training, as required by 10 CFR 35.392(c)(1), and the supervised work and clinical case
experience required in 35.392(c)(2).

For 35.394 (ldentical Attestation Statement Reqardless of Training and Experience Pathway):

v !lattestthat ERNEST F. WIGGINS, M.D. has satisfactorily completed the 80 hours of classroor

" Name of laropoéed Authorized User

and laboratory training, as required by 10 CFR 35.394 (c¢)(1), and the supervised work and clinical case
experience required in 35.394(c)(2).

e E T E P DT WSS .S E T E S EEEEEEESEENE®S DR R8N SIS N W I IS NS m W E W m N E ..

Second Section

v | lattestthat ERNEST WIGGINS, M.D. has satisfactorily completed the required clinical case

" Name oﬂ’rop;c;sea:‘\utr{grizea User

experience required in 35.390(b)(1)(iG listed below:

| Oral Nal-131 requiring a written directive in quantities less than or equal to 1.22
gigabecquerels (33 millicuries)

'Y Oral Nal-131 in quantities greater than 1.22 gigabecquerels (33 millicuries)

| Parenteral administration of beta-emitter, or photon-emitting radionuclide with a photon
energy less than 150 keV requiring a written directive is required

1 Parenteral administration of any other radionuclide requiring a written directive

Third Section

v  lattestthat ERNEST F. WIGGINS, M.D. has satisfactorily achieved a level of competency to

Name of Pfoposéd Authorized User

function independently as an authorized user for:

| Oral Nal-131 requiring a written directive in quantities less than or equal to 1.22
gigabecquerels (33 millicuries)

|V, Oral Nal-131 in quantities greater than 1.22 gigabecquerels (33 millicuries)

|| Parenteral administration of beta-emitter, or photon-emitting radionuclide with a photon
energy less than 150 keV requiring a written directive is required

' Parenteral administration of any other radionuclide requiring a written directive

PAGE 5§




NRC FORM 313A (AUT) U.S. NUCLEAR REGULATORY COMM:SSION
(10-2007)

AUTHORIZED USER TRAINING AND EXPERIENCE AND PRECEPTOR ATTESTATION (continued)
Fourth Section
For 35.396:

Current 35.490 or 35.690 authorized user:

|l attest that is an authorized user under 10 CFR 35.490 or 35.69(
Name of PrdposeﬂcrirAuih'orizerd User '
or equivalent Agreement State requirements, has satisfactorily completed the 80 hours of classroom and
laboratory training, as required by 10 CFR 35.396 (d)(1), and the supervised wark and clinical case
experience required by 35.396(d)(2), and has achieved a level of competency sufficient to function
independently as an authorized user for:

f ‘ Parenteral administration of any beta-emitter, or photon-emitting radionuclide with a photon energy less
~ than 150 keV for which a written directive is required

1 . Parenteral administration of any other radionuclide for which a written directive is required

I
OR
Board Certification:

| attest that has satisfactorily completed the board certification

~ Name of PropésedrAuthd;i'zed User

requirements of 35.396(c), has satisfactorily completed the 80 hours of classroom and laboratory training
required by 10 CFR 35.396 (d)(1) and the supervised work and clinical case experience required by
35.396(d)(2), and has achieved a level of competency sufficient to function independently as an
authorized user for:

[~ Parenteral administration of any beta-emitter, or photon-emitting radionuclide with a photon energy less
" than 150 keV for which a written directive is required

| Parenteral adminstration of any other radionuclide for which a written directive is required

Fifth Section
Complete the following for preceptor attestation and signature:

‘/ | | meet the requirements below, or equivalent Agreement State requirements, as an authorized user for:
v 35.390 v ' 35.392 'v | 35.394 \v|35.396

v | have experience administering dosages in the following categories for which the proposed Authorized User is
" requesting authorization.

" Oral Nal-131 requiring a written directive in quantities less than or equal to 1.22 gigabecquerels (33
~ millicuries)

v | Oral Nal-131 in quantities greater than 1.22 gigabecquerels (33 millicuries)

v Parenteral administration of beta-emitter, or photon-emitting radionuclide with a photon energy less than
150 keV requiring a written directive is required

v Parenteral administration of any other radionuclide requiring a written directive

Name ofﬁreééptdir - @r@
RICHARD RUCHMAN, M.D. ~  ce< ,),

License/Permit Nurrrilbe'r/FaciIity VNﬂamé
MONMOUTH MEDICAL CENTER : 300 2ND AVENUE - LONG BRANCH, NJ 07740 (29-08113-03)

| Telephone Number ~ Date

e X S/eE
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NRC FORM 313A (AUT) U.S. NUCLEAR REGULATORY COMMI:SSION

(10-2007)
AUTHORIZED USER TRAINING AND EXPERIENCE AND PRECEPTOR ATTESTATION (continued)

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

c. Supervised Clinical Case Expenence (contmued)

Superwsmg Individual * License/Permit N'u‘mbrerr Iistihg sﬁber\}i’sinéiindividualr as an
‘ ‘authorized user |
\SALMAN RASHID, M.D. '29 08113-03

‘Superwsmg individual meets the requirements below, or equlvalent Agreement State requirements (check all that
\apply)** 1

\i,/"\ 35390  With experience administering dosages of.

WJ 35.392 ,/ Oral Nal-131 requiring a written directive in quantities less than or equal to 1.22 \

m/l 35394 [ }glgabecquerels (33 millicuries) |
7\ 35396 'V Oral Nal-131 in quantities greater than 1.22 gigabecquerels (33 millicuries)

il - ‘

v | Parenteral administration of beta-emitter, or photon-emitting radionuclide with a photon
" energy less than 150 keV requiring a written directive is required

iw/l Parenteral administration of any other radionuclide requiring a written directive

**  Supervising Authonzed User must have experlence in admumstermg dosages in the same dosage category or categories as the mdmdual
| requesting authorized user status. B 1

d. Provide completed Part Il Preceptor Attestation.

PART Il - PRECEPTOR ATTESTATION

Note: This part must be compieted 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. [f more than
one preceptor is necessary to document experience, obtain a separate preceptor statement from each.

By checking the boxes below, the preceptor is attesting that the individual has knowledge to fulfill the duties cf the
position sought and not attesting to the individual's "general ciinical competency.”

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

For 35.390:
Board Certification

Wl attest that ERNEST F. WIGGINS, M.D. has satisfactorily completed the training and experience

 Name 6?Proﬁ§sed7kuth6rizeéwuser 7

requirements in 35.390(a)(1).

OR

Training and Experience
]71 | attest that ERNEST F. WIGGINS, M.D. has satisfactorily completed the 700 hours of training

Name of Proposed Authorized User

and experience, including a minimum of 200 hours of classroom and laboratory training, as required by
10 CFR 35.390 (b)(1).
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NRC FORM 313A (AUT) U.S. NUCLEAR REGULATORY COMM!SSION
(10-2007)
AUTHORIZED USER TRAINING AND EXFPERIENCE AND PRECEPTOR ATTESTATION {continued)

|Preceptor Attestation (continued)

First Section (continued)

For 35.392 (ldentical Attestation Statement Regardless of Training and Experience Pathway):

‘/ '| attest that ERNEST F. WIGGINS, M.D. ) has satisfactorily completed the 80 hours of classroom

‘Name of F'"ropo'sied Authorized User

and laboratory training, as required by 10 CFR 35.392(c)(1), and the supervised work and clinical case
experience required in 35.392(c)(2).

For 35.394 (ldentical Attestation Statement Regardless of Training and Experience Pathway):

4 |1 attestthat ERNEST F. WIGGINS, M.D. has satisfactorily completed the 80 hours of classroor

Name of Proposed Authorized User

and laboratory training, as required by 10 CFR 35.394 (c)(1), and the supervised work and clinical case
experience required in 35.394(c)(2).

Second Section

v | attest that ERNEST WIGGINS, M.D. has satisfactorily completed the required clinical case

Namé of Ib;opdéed XUtthized User

experience required in 35.390(b)(1)(ii)G listed below:

| Oral Nal-131 requiring a written directive in quantities less than or equal to 1.22
gigabecquerels (33 millicuries)

\'?/,J Oral Nal-131 in quantities greater than 1.22 gigabecquerels (33 millicuries)

|| Parenteral administration of beta-emitter, or photon-emitting radionuclide with a photon
energy less than 150 keV requiring a written directive is required

Parenteral administration of any other radionuclide requiring a written directive

Third Section

v |l attestthat ERNEST F. WIGGINS, M.D. has satisfactorily achieved a level of competency to
© Nameof Prapoééd Authorized User
function independently as an authorized user for:

. Oral Nal-131 requiring a written directive in quantities iess than or equal to 1.22
gigabecquerels (33 millicuries)

; /‘ Oral Nal-131 in quantities greater than 1.22 gigabecquerels (33 millicuries)
. Parenteral administration of beta-emitter, or photon-emitting radionuclide with a photon
energy less than 150 keV requiring a written directive is required

3, | Parenteral administration of any other radionuclide requiring a written directive
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NRC FORM 313A (AUT) U.S. NUCLEAR REGULATORY COMMISSION

(10-2007)
AUTHORIZED USER TRAINING AND EXPERIENCE AND PRECEPTOR ATTESTATION (continued)
Fourth Section

For 35.396:
Current 35.490 or 35.690 authorized user:

| 1 attest that is an authorized user under 10 CFR 35.490 or 35.69(C
"~ Name of Proposed Authorized User
or equivalent Agreement State requirements, has satisfactorily completed the 80 hours of classroom and
laboratory training, as required by 10 CFR 35.396 (d)(1), and the supervised work and clinical case

experience required by 35.396(d)(2), and has achieved a level of competency sufficient to function
independently as an authorized user for:

| Parenteral administration of any beta-emitter, or photon-emitting radionuclide with a photon energy less
~ than 150 keV for which a written directive is required

|| Parenteral administration of any other radionuclide for which a written directive is required

OR
Board Certification:

‘ | attest that has satisfactorily completed the board certification
"~ Name of PropogéaiAuthc;rirzéd User
requirements of 35.396(c), has satisfactorily completed the 80 hours of classroom and laboratory training

required by 10 CFR 35.396 (d)(1) and the supervised work and clinical case experience required by

35.396(d)(2), and has achieved a level of competency sufficient to function independently as an
authorized user for:

' Parenteral administration of any beta-emitter, or photon-emitting radionuclide with a photon energy less
than 150 keV for which a written directive is required

| | Parenteral adminstration of any other radionuclide for which a written directive is required
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Fifth Section
Complete the following for preceptor attestation and signature:

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

/| 35.390 V| 35.392 v 35.394 V| 35.396

\ v | have experience administering dosages in the following categories for which the proposed Authorized User '3
~  requesting authorization.

|~ Oral Nal-131 requiring a written directive in quantities less than or equal to 1.22 gigabecquerels (33
" millicuries)

/| Oral Nal-131 in quantities greater than 1.22 gigabecquerels (33 millicuries)

| | Parenteral administration of beta-emitter, or photon-emitting radionuclide with a photon energy less than
7 150 keV requiring a written directive is required

v Parenteral administration of any other radionuclide requiring a written directive

Narrrlre' of Preééptor 7 7 xSighéture N . - WiTelréﬁhonerf\rlumbé; rDate
| 2 \/V‘ ‘ A ]
SALMAN RASHID, M.D. - 2 ™ mmeasnu ysht

Licénse/lsermit Number/Facility Name
MONMOUTH MEDICAL CENTER : 300 2ND AVENUE - LONG BRANCH, NJ 07740 (29-08113-03)
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This is to acknngge the receipt of your letter/application dated

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

m Therm%paém aTtTS/z:)rT{ngz\c)i(s Yo?r aJp%catlg%as)as3|gned toa

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

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 Lf 3 ICD
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 (R) Sincerely,
(6-96) Licensing Assistance Team Leader



