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Dear Sirs,
We wish to amend our NRC License, Number 37-04185-01 to make the following change:

D. as an authorized user under 10 CFR; 35.100, 35.200,

We request to add Adwoa S. Essel M.
hed NRC Forms 313A (AUD) and 313A(AUT) for

35.300, 31.11. Please reference Attac
evidence of her training and experience.

Thank-You for your assistance in this matter.

Sincerely,

Karen M. Armstrong Senior VP/CIO

NRCamend! essel.word

/40632
NMSS/RGN1 MATERIALS-002

Divine Providence Hospiral
Phone: 570-326-8000 | Fax: 570-320-7979 | susquehannahealth.org

1100 Grampian Boulevard | Williamsport, PA 17701-1995



INRC FORM 313A (AUD) U.S. NUCLEAR REGULATORY COMMISSION
(10-2006)

AUTHORIZED USER TRAINING AND EXPERIENCE , _
AND PRECEPTOR ATTESTATION R B O NO. 3130-0120

(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

Adwoa S. Essel, M.D. Connecticut

'Requested Authorization(s) (cl;éck all that;})ply)
| x| 35.100 Uptake, dilution, and excretion studies
' X| 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 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.

| | 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
copies of this section.)

Location of Experience/License or i Clock Dates of
Permit Number of Facility | Hours Experience*

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
purity, and processing the eluate
with reagent kits to prepare labeled
radioactive drugs

Total Hours of Experience:

TLicense/Permit Number listing supervisingiihidiividual as an
;authorized user

SuperVising Individual

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

j 35.290 : 35.390 + generator experience in 32.290(c)(1)(ii)}(G)
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NRC FORM 313A (AUD) U.S. NUCLEAR REGULATORY COMMISSION
(10206) A UTHORIZED USER TRAINING AND EXPERIENCE AND PRECEPTOR ATTESTATION (continued)

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

AV N . Clock | Datesof
Description of Training Location of Training " Hours Training*
Yale-New Haven Hospital ! 200 Sept. 05- E
Radiation physics and Nuclear Medicine Re31dency Program ' .May 2007 E
‘instrumentation 20 York Street | -
‘ New Haven, CT 06510 1
- : L I .
! Sept. 05 -
May 2007 i
Radiation protection Same as Above : 60 Y
| Sept. 05 -
Mathematics pertaining to the use May 2007 ‘
‘and measurement of radioactivity Same as Above 40 .
Chemistry of byproduct material Same as Above 60 Sept. 05 -
for medical use (not required for May 2007 !
35.590) y
Radiation biology Same as Above 40 Sept. 05 -
‘ May 2007
Total Hours of Training: 400

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,
prowde mult/ple cop/es of this sect/on )

I . Locationﬁdf Experience/license or | Clockw : wDa’tes of 7
Description of Experience Permit Number of Facility . Hours Experience*
: i T
‘Ordering, receiving, and unpacking | Lale-New Haven Hospital | 400 Sept. 05 -
radioactive materials safely and Nuclear Medicine Residency Prograr{l May 2007
performing the related radiation 20 York Street !
surveys New Haven, CT 06510 |

NRGC License No.: 06= 00819-03

NS

Performing quality control

procedures on instruments used to Same as Above 400 Sept. 05 -

determine the activity of dosages |

and performing checks for proper | May 2007 |
.operation of survey meters i f
Calculating, measuring, and safely Same as Above ‘ 800 Sept. 05 - ,

preparing patient or human research
subject dosages ‘ May 2007
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NRC FORM 313A (AUD) ‘ U.S. NUCLEAR REGULATORY COMMISSION
(102008) A UTHORIZED USER TRAINING AND EXPERIENCE AND PRECEPTOR ATTESTATION (continued)

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

Descriotion of Experience Location of Experience/License or i Clock Dates of
P P Permit Number of Facility {  Hours Experience”
: e | : ) e 56— | Sent. 05
Using administrative controls to ! Yale-New Hav‘_m Hospital j 800 S{:p 2007 |
prevent a medical event involving the 29 York Street , y
‘use of unsealed byproduct material New Havens:,CT |
Using procedures to contain spilled
byproduct material safely and using Same as Above 400 Same as
proper decontamination procedures | },,, ) Above
Administering dosages of radioactive |
drugs to patients or human research Same as Above 800 j;;meeas
subjects ov
Eluting generator systems appropriate,
for the preparation of radioactive j Same as Above . 400 Same as
drugs for imaging and localization ; Above
‘studies, measuring and testing the 1
eluate for radionuclidic purity, and
processing the eluate with reagent
kits to prepare labeled radioactive
drugs
Total Hours of Experience: 4,000
Supervising Individual iLicense/Permit Number listing supervising individual as an 3
‘authorized user
David W. Cheng, M.D., PhD . 06-00819-03

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

X 35.190 35.290 X 35.390 X'] 35.390 + generator experience in 35.290(c)(1)(ii)(G)

c. For 35.590 only, 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 |l Preceptor
Attestation.
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NRC FORM 313A (AUD) U.S. NUCLEAR REGULATORY COMMISSION
(10200 AUTHORIZED USER TRAINING AND EXPERIENCE AND PRECEPTOR ATTESTATION (continued)

PART li - 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. (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
: | attest that has satisfactorily completed the requirements in

" Nameof Proposed Authorized User

10 CFR 35.190(a)(1) and has achieved a ievel 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 Adwoa S. Essel, MD has satisfactorily completed the 60 hours of training and

Name of Proposed Authorized l:l‘s-ekr"'-ﬁ
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

: | attest that 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
7 | attest that Adwoa S. Essel, MD 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 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:

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

Ix 35190 x| 35290 [x 35390 X | 35.390 + generator experience

Name of Preceptor .Signature Telephone Number | Date

David W. Cheng, M.D., PhD | L . 802135 238¢ 5/{%07

License/Permit Number/Facility Name \—_—)

06-00819-03
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NRC FORM 313A (AUT) U.S. NUCLEAR REGULATORY COMMISSION
(10-2006)
AUTHORIZED USER TRAINING AND EXPERIENCE N0, 3150,
AND PRECEPTOR ATTESTATION EXPIRES. 10312008
(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
Adwoa S. Essel, M.D.

Requested Authorization(s) (check all that apply):

| x| 35.300 Use of unsealed byproduct material for which a written directive is required

OR

i X\ 35.300 Oral administration of sodium iodide 1-131 requiring a written directive in quantities less than or equal to
1.22 gigabecquerels (33 millicuries)

@ 35.300 Oral administration of sodium iodide 1-131 requiring a written directive in quantities greater than 1.22
gigabecquerels (33 millicuries)

LXJ 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

| x| 35.300 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.

| | 1. Board Certification

a. Provide a copy of the board certification.

b. For 35.390, provide documentation on supervised clinical case experience. The table 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 under the requirements below or
equivalent Agreement State requirements (check all that apply):

35390 35392 [ 35.394 | 135.490 [ ]35.690

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 || 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 Il Preceptor Attestation.
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NRC FORM 313A (AUT)
(10-2006)

U.S. NUCLEAR REGULATORY COMMISSION

AUTHORIZED USER TRAINING AND EXPERIENCE AND PRECEPTOR ATTESTATION (continued)

| x| 3. Training and Experience for Proposed Authorized User

a. Classroom and Laboratory Training _& 35.390 z, 35.392 Af 35.394 X' 35.396
Description of Training Location of Training SLOU?; 'Il?r ?iﬁisngi
e . - Yale:I;Iew Haﬁég ﬁHospital 200 Se ‘
t.2005 -
Radlat(on ph.ySlCS and Nuclear Medicine Residency Program P
instrumentation May 2007
20 York Street
New Haven, CT 06510
Radiation protection
P Same as Above 60 Same
Mathematics pertaining to the
use and measurement of Same as Above 40 Same
radioactivity
Chemistry of byproduct
material for medical use Same as Above 60 Same
Radiation biology Same as Above 40 Same
Total Hours of Training: 400
b. Supervised Work Experience X 35.390 X 35392 X 35.394 X 35.396
If more than one supervising individual is necessary to document supervised training, provide multiple copies
of this page.
- . Location of Experience/License or Clock Dates of
Description of Experience Permit Number of Facility Hours Experience*
Ordering, receiving, and Sept. 2005 -
unpacking radioactive materials |
safely and performing the Same as Above 400 May 2007
related radiation surveys
Performing quality control
procedures on instruments
used to determine the activity Same as Above 400 Same
of dosages and performing
checks for proper operation of
survey meters
Calculating, measuring, and
safely preparing patient or
human research subject Same as Above 800 Same
dosages
Using administrative controls to .
prevent a medical event
involving the use of unsealed Same as Above 800 Same
‘byproduct material
Using procedures to contain
spilled byproduct material
safely and using proper Same as Above 400 Same
decontamination procedures ;
Total Hours of Supervised Work Experience: 2,800
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NRC FORM 313A (AUT) U.S. NUCLEAR REGULATORY COMMISSION

(10-2006)

AUTHORIZED USER TRAINING AND EXPERIENCE AND PRECEPTOR ATTESTATION (continued)

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

b. Supervised Work Experience (continued)

Supervising Individual ‘License/Permit Number listing supervising individual as an
-authorized user
David W. Cheng, MD, PhD : 06-00819-03

Supervising individual meets the réquirerhénts bélrov'v', or éddivéléhi VAgi’eé'merA\t State feduiréménté (éheck all that
apply)*:

X 35390 With experience administering dosages of:

X 35392 X Oral Nal-131 requiring a written directive in quantities less than or equal to 1.22
v . gigabecquerels (33 millicuries)

_X 35.394 - X . . i

4 QOral Nal-131 in quantities greater than 1.22 gigabecquerels (33 millicuries)

X 35.396 N o
X353 - X, Parenteral administration of beta-emitter, or photon-emitting radionuclide witha photon

" energy less than 150 keV requiring a written directive is required
X Parenteral administration of any other radionuclide requiring a written directive

*x

requesting authorized user status.

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

Number of Cases

Description of Experience ' Involving Personal | Location of I[\-izﬁqegleerngfe }/:I;gielai?se or Permit ExD aet;?:nc();e*
Participation y P :
Oral ad o Yale=New Haven Hospital Sept. 05 -
ral administration of sodium Nucl Medici Resid M 2007
iodide 1-131 requiring a written . 57 uctear feclcine Cesteency ay 200

directive in quantities less than | Program, 20 York Street
or equal to 1.22 gigabecquerels | New Haven, CT 06510
(33 millicuries) 1 NRC License #: 06-00819-03

Oral administration of sodium
iodide 1-131 requiring a written 48 Same as Above Same
directive in quantities greater
ithan 1.22 gigabecquerels (33
millicuries)

Parenteral administration of
any beta-emitter, or 6 ! Same as Above Same
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 | 4 ‘ Same as Above Same

Y-90 SirSpheres

(List radionuclides) i J
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NRC FORM 313A (AUT) U.S. NUCLEAR REGULATORY COMMISSION

(10-2006)
AUTHORIZED USER TRAINING AND EXPERIENCE AND PRECEPTOR ATTESTATION (continued)

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

c. Supervised Clinical Case Experience (continued)

Supervising Individual ' License/Permit Number listing supervising individual as an
‘authorized user
David W. Cheng, MD, PhD E 06-00819-03

apply)*:

X 35.390 With experience administering dosages of:

X 35302 ° X Oral Nal-131 requiring a written directive in quantities less than or equal to 1.22
x 35304  9igabecquerels (33 millicuries)

v 35.396 : X Oral Nal-131 in quantities greater than 1.22 gigabecquerels (33 millicuries)
X ) . X Parenteral administration of beta-emitter, or photon-emitting radionuclide with a photon

- energy less than 150 keV requiring a written directive is required
* X' Parenteral administration of any other radionuclide requiring a written directive

** Supervising Authorized User must have experience in administering dosages in the same dosage category or categories as the individual
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.

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

For 35.390:
Board Certification

| attest that has satisfactorily completed the training and experience

Name of Proposed Authorized User

requirements in 35.390(a)(1).

OR

Training and Experience
L | attest that Adwoa S. Essel, MD 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 COMMISSION

(10-2006)
AUTHORIZED USER TRAINING AND EXPERIENCE AND PRECEPTOR ATTESTATION (continued)

Preceptor Attestation (continued)

First Section (continued)

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

| | 1 attest that has satisfactorily completed the 80 hours of classroom

Name of Proposed 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):

B(J | attest that Adwoa S. Essel, MD has satisfactorily completed the 80 hours of classroom
"~ Name of Proposed Authorized User

and laboratory training, as required by 10 CFR 35.394 (¢)(1), and the supervised work and clinical case

experience required in 35.394(c)(2).

BN SN BN SR AR MR R AR NN WM NN AN BN BX SN BN N BN BN N R MR NN BN BN BN BN JE BN IR M M I M N N N N N N S M E S ENNE5NENNE®MRNSNE®R~RSNSESE®ES
Second Section
' X] | attest that Adwoa S. Essel, MD. has satisfactorily completed the required clinical case
" Nameof Proposed Authorized User
experience required in 35.390(b)(1)(ii)G listed below:

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

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

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

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

s = mmEEEEE AR SR E N AR N EEEE W E W R R RN E N NSNS SN NEE . ERE R DD NS N R RS E DS D@

Third Section
K] 1 attest that Adwoa S. Essel, MD has satisfactorily achieved a level of competency to
" Name of Proposed Authorized User
function independently as an authorized user for:

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

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

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

X4 Parenteral administration of any other radionuclide requiring a written directive
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NRC FORM 313A (AUT) U.S. NUCLEAR REGULATORY COMMISSION

(10-20086)
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 35.690

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

OR

Board Certification:

|| lattest that has satisfactorily completed the board certification

“Name of Proposed Authorized 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

r------------------------------------------------------------

Fifth Section
Complete the following for preceptor attestation and signature:

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

[x] 35.390 X | 35.392 x| 35.394 X 35.396

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

i'X; 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
150 keV requiring a written directive is required

E Parenteral administration of any other radionuclide requiring a written directive

Telephone Number ‘Date

Name of Preceptor :Sign_a*t_gfg_m L
David W. Cheng, MD, PhD LT ‘wﬁ << T03-195-138 ¢ Sh8/07

License/Permit Number/Facility Name
06-00819-03 %T&"‘:Nu\) Ll.(«’u%%\ Q—()SPL {"C\, \
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This is to acknowledge the receipt of your letter/application dated

é’/{l'/u"’7 . and to inform you that the initial processing which
includes an administrative review has been performed.

Bl . -
Al STy of .
@/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 /‘Pé’é 3z

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,
(6-96) Licensing Assistance Team Leader



