Alfred I. duPont

Nemours  Hespital for Children
. Nemours
Children’s Clinic
f<BL
May 21, 2007 S

Region I, Materials Licensing Assistance Branch
U.S. Nuclear Regulatory Commission

475 Allendale Road
King of Prussia, PA 19406-1415

(610) 337-6942

RE: Control No. 139850

Docket No 03019939
Resubmission of License Amendment Request

NRC License No. 07-16199-02

Please amend our Nuclear Medicine License (No. 07-16199-02) to include Gunsel Acikgoz, M.D. as an
Authorized User for Uptake, Dilution and Excretion studies permitted by 10CFR35.100 and for any Imaging
and Localization study permitted by 10 CFR35.200. This amendment request was approved by our Radiation

Safety Committee.
Copies of Dr. Acikgoaz’s American Board of Nuclear Medicine certification and NRC Form 313A completed
by her preceptor, Charles Intenzo, M.D. from Thomas Jefferson University Hospital are enclosed.

If additional information, or clarification, is needed, please contact our consultant medical health physicist,

Mary E. Moore, at (856) 235-1674.

Sincerely

Thomas P. Ferry

Senior Vice President, HospitalMDperations
cc M. Keller, M.D., Chair, RSC Yﬂf
L. States, M.D., RSO
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NRC FORM 313A (AUD) U.S. NUCLEAR REGULATORY COMMISSION
(10-2006)

AUTHORIZED USER TRAINING AND EXPERIENCE _ )
AND PRECEPTOR ATTESTATION EXPIRES: 10512008
(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

GUNSEC Acksa Dejlawae
Requested Authorization(s) (check all that apply)

&) 35.100 Uptake, dilution, and excretion 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 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.

b( 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 Il
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/fvor 35.290.

b. Supervised Work Experience.

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

| Description of Experience Location of Experience/License or Clock | Dates of

| Permit Number of Facility i Hours 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 i
|

with reagent kits to prepare labeled
radioactive drugs

Total Hours of Experience:

“License/Permit Number Iiéting suEerv]smg individual as an
authorized user

Supervising Individual

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

| ﬁ\ 35.290 U 35.390 + generator experience in 32.290(c)(1)(ii}(G)

-

| Ep—
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NRC FORM 313A (AUD) U.S. NUCLEAR REGULATORY COMMISSION

{10-2006)

AUTHORIZED USER TRAINING AND EXPERIENCE AND PRECEPTOR ATTESTATION (continued)

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

! Description of Training Location of Training ’ SLOUC;I; l 'Prztiiisngi
| - | 1/
T}\O < 18 N ! ( 2,0(};
{ Radiation physics and Nj_ >/ gﬂ&, n Unive, 19 i f
‘instrumentation Cand Chomar Tefforen Unlwaiy Hoopds) Lo
‘ 1 6/30 (1005
Trocmes Fefouy  Uniy k) /AR
Radiation protection | ond TTUHe o] : /@ 0 £
‘ 6 /;"’/ 0 5‘.
‘Mathematics pertaining to the use e 54%’0” Umwﬂ"’ i/SﬁO 7” / 0%
\;and measurement of radioactivity ad TTU Hophed e
3 63 les
‘EChemistry of byproduct material Thomss €0 Unv A ‘ ‘7/( /OJ}
o Ly owd 0
| for medical use (not required for T o pe] o~
135.590) | & | \1 ¢ /?o /0 $
| T v , |
ooy T%OO Uni v':nH 44 /0 Q 1 r—z///aJ}

.Radiation biology

| TSV Wopka| | .
“ :\ - 767/39/0)1 7
Total Hours of Training: Ko O

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.)

| Location of Experience/License or Clock Dates of

\ Permit Number of Facility : Hours | Experience*
| Ordering, receiving, and unpacking l _

1

. 31 /s
'radioactive materials safely and ' homas ){‘Pkww V\ivc?"\*p A U |

| performing the related radiation \ 3 7_. a)/ 17,(?’ 04 7\ 20 6/: Jo v

surveys

Performing quality control ‘\/ J
\
t
|

Description of Experience

‘procedures on instruments used to | Tl srven ’Sd)#‘/w\ Vmim)lfﬂ Hoy Al ; 56, ‘7// /03

‘determine the activity of dosages

[ |
and performing checks for proper 3 - 9 ¥ ‘ | ! fo '
-operation of survey meters 7 O /7({9 "0 é \ 6/’50/0 b)
— / ‘ |
| ll/\Of\’\S'j A 4 " ‘ v ///0 3
|Calculating, measuring, and safely ’ FJ\%@\ \)"\""L) H" 1| \ /& 0 7%%
' preparing patient or human research 1 1 6/3 / N
; « (0O

szubject dosages ! % 7”00/‘% g -—%
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NRC FORM 313A (AUD)
(10-2006)

U.S. NUCLEAR REGULATORY COMMISSION

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 Experience/License or

Clock

Description of Experience Permit Number of Facility Hours
'Using administrative controls to Chonaen Y&Z‘ZIN!\ Vtvr by H,,‘f;{\,‘ |
‘prevent a medical event involving the g ~ Soo
use of unsealed byproduct material g 7»-’ 00 [ yf——ﬁZ)
| Using procedures to contain spilled P“V"’b‘Q 7‘9&‘30/\ Unjuerd,, H‘J,v Iad}
\byproduct material safely and using 2 O
'proper decontamination procedures ‘_)\ 7 /J ﬂ / 9/00 06
iAdministering dosages of radioactive }9'\/\’3 ) C?*quq O H')/!”H >
~drugs to patients or human research 0O
(3790 7§ ~0¢).
Eluting generator systems appropriate L ~ergs UA
for the preparation of radioactive ! J {HL)% i ‘ﬁ‘)p H
tdrugs for imaging and localization
(studies, measuring and testing the %’7
eluate for radionuclidic purity, and ’(OO /4/5 —’ﬁé
‘processing the eluate with reagent
‘kits to prepare labeled radioactive
drugs

Total Hours of Experience: Q’ZQ

Supervxsmg Individual

Superwsor eets the requj

5.190 5.290

Dates of
Expenence

7///zou;
5(zo/m
7///03
6/’5«3/0 5
‘ 7///a 3

j 6/30/05

A1 [o
! f~

| o(%fS

| License/Permit Number I|st|ng superwsmg mdlwdual as an

authorlzed user

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

-

Device

Type of Training

Location and Dates

ents below, or equivalent Agreement State requnrements (check one).

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

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

Attestation.
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NRC FORM 313A (AUD) U.S. NUCLEAR REGULATORY COMMISSION
(10209 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
individual as long as the preceptor provides, directs, or verifies training and experience required. If more than
one preceptor is hecessary 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 Cetrtification
?5 lattestthat QUASEC Acwa o has satisfactorily completed the requirements in

Name of Proposed Authorized User
10 CFR 35.190(a)(1) and has achieved a level of competency sufficient to function mdependently as an
authorized user for the medical uses authorized under 10 CFR 35.100.

OR

Training and Experience

[‘ | 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 35.290

Board Certification

W | attest that GUN SEC ﬁ(l&éoL, 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

[

I ] 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 35.290(c)(1), and has achieved a level of competency sufficient to functionindependently 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:

Wt the requirements-below, or equivalent Agreement State requirements, as an authorized user for:

5.190 ‘U35.290 | 35390 | |35.390 + generator experience

Name of Preceptor Slgnature Telephone Number Date

SHARLES TRP2NZO | Q% D S KISy 3/2// 77

License/Permit Number/Facility Name

>/ 902‘2‘6”% /77/M/M JZ5tenion’  fuas2, 20
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The American Board of Nuclear Medicine

Incorporated 1971

Certifies that
Gunsel Acikgoz

has met the requirements of this Board and is qualified
during the period of 2005 through 2015 to practice as a Specialist
in all aspects of Clinical and Laboratory

Nuclear Medicine

including but not limited to Radiobioassay, Nuclear Imaging,
In Vivo Measurements e Therapy with Unsealed Radionuclides

Number
United States



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

f/u/%a rd , and to inform you that the initial processing which
includes an administrative review has been performed.

Artrd. O7-76/99-02
There were no administrative omissions. Your application was assigned to a
technical reviewer. Please note that the technical review may identify additional
omissions or require additional information.

D 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 ’9’04 7 .
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) Sincerely,
(6-98) Licensing Assistance Team Leader



