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The William W. Backus
Hospital

July 26, 2011

USNRC Region 1
475 Allendale Road
King of Prussia, PA 19406

Greetings: O 3 OO l 43-@ 7

We wish to amend our radioactive materials license number 06-11734-02 as follows:

Please add authorization to Dr. Nathaniel D. Dueker for oral administration of Nal 1-131,
parenteral administration of any beta emitter or a photon-emitting radionuclide with a
photon energy less than 150 keV for which a written directive is required. Attached
please find documentation of three cases of high-dose iodine-131 in which Dr. Ducker
has participated, and a preceptor statement by Dr. Phillip Kohanski supporting this
application.

Please contact us if you have additional questions regarding this amendment request. .
Sincerely,

Les Temkin |
Vice President of Clinical Operations

LT/srk

326 Washington Streel ¢ Norwich, Conneclicut « D6360 & Tel: 1860) DOY-BIYL o Fax: (A6 B23-612
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The William W. Backus
Hospital

July 28, 2011

USNRC Region |
475 Allendale Rd
King of Prussia, PA 19406

Greetings:

Dr. Nathaniel D. Dueker has participated in the administration of three cases at William
Backus Hospital in which patients received high-doses of I-131. Precautionary
instructions were also given to the patients before administration. The dates of
administration are as follows; 12/21/10, 7/20/11and 7/26/11.

RSO

326 Washington Street = Narwich, Connecticut » (06360 « Tel: (RO RRG-B8331 & Fax: (R6MD) 823-6329
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ggg:oe foam 3134 (AUT) U.S. NUCLEAR REGULATORY COMMISSION
AUTHORIZED USER TRAINING AND EXPERIENCE
AND PRECEPTOR ATTESTATION APPROVED BY OMB: NO. 3160-0120

(for uses defined under 35.300) EXPIRES: 313172012

[10 CFR 35.390, 35.392, 35.394, and 35.396]

Name of Proposed Authorized User ;State or Territory Where Licensed

|_Alamauee  Ooeket

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

D 35.300 Use of unsealed byproduct material for which a written directiva is required

OR

E’{s,soo Oral administration of sodium iodide [~131 requiring a written directive in quantities less than or equal
to 1.22 gigabecquerels (33 millicuries)

|j5.300 Oral administration of sodiurn iodide 1-131 requiring a written directive in quantities greater than 1.22

gigabecqguerels (33 millicuries)
ZKEQOO Parenteral administration of any beta-emitter, or photon-emitting radionuclide with a photon energy
less that 150 keV for which a written directive is required

[[]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. :

¢. 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 fo
document this experience.

d. Skip to and eomplete Pant I Preceptor Attestation.

[ ] 2. Current 35.300, 35.400, or 35.600 Authorized User Seeking Additional Autharization
a. Authorized User on Materials License under the requirements below or

equivalent Agreement State requirements {check all that apply):

[]35.390 | ]35.392 [[]35.394 []35.490 [ ] 35890

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

c. If currently authorized under 35.490 or 35.680 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.¢. may be used to document this
experience. Also provide completed Part || Preceptor Attestation.

NRC FORM 3134 (AUT) (3-200%) PAGE 1
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NRC FORM 313A (AUT) U.S. NUCLEAR REGULATORY COMMISSION
(3-2009)
AUTHORIZED USER TRAINING AND EXPERIENCE AND PRECEPTOR ATTESTATION (continued)

1/3 Training and Experience for Proposed Authorized User
a. Classroom and Laboratory Training [_] 35.390 ] 35.392 [] 35.304 [ ]35.398

) Clock Dates of
Hours Training*

Description of Training Lacation of Training

Radiation physics and
instrumentation

Radlation protection

Mathematics pertaining to the
use and measurement of
radioactivity

Chemistry of byproduct
material for medical use

Radiation biology

Total Hours of Training:

b. Supervised Work Experience []as5as0 [ ]95.392 | |35.394 | | 35396

If more than one supervising individual is necessary to document supervised training, provide multiple copies
of this page.

Supervised Work Experience Total Hours of
Experience:

Description of Experiencé Lacation of Experience/License or
Must Include: Permit Number of Facility

Ordering, receiving, and '

unpacking radioactive [ ]Yes
materials safely and performing No
the related radiation surveys D

Performing quality control ‘-w, Yes
procedures on instruments -
used to determine the activity |—| No
of dosages and perfarming
checks for proper operation of
survey meters

Dates of
Experience*

Confirm

Caleulating, measuring, and [ ] Yes
safely preparing patient or —
human research subject D No
dosages

Using administrative controls to [ ]Yes
prevent a medical event —
involving the use of unsealed r| No
byproduct material —

Using procedures to contain Yes
spilled byproduct material D

. |safely and using proper ﬂ No '
decontamination procedures S

PAQGE 2
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NRC FORM 313A (AUT) U.S. NUCLEAR REGULATORY COMMISSION
(3-2008)
AUTHORIZED USER TRAINING AND EXPERIENCE AND PRECEPTOR ATTESTATION (continued)

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

Superviging Individual B ‘License/Permit Number Ilstihné éﬁpérvising individual as an
-authorized user

Supervising individual meets the requirements below, or equivalent Agreement State reqmrements(check all that
apply)™.

.................................................................................................................

[]35.390 @ With experience administering dosages of:

[ ] 35302 Oral Nal-131 requiring a written directive In quantities less than or equal to 1.22

[ ] 35.394 : 7 glgabecquerels (33 millicuries)
E] 35.396 : ral 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

D Parenteral administration of any other raclionuclide requiring a written directive

- 5uperv|5mn Authorized Usar must have experience in administering dasages in tha same dosage category or categories as the individual
requasting authorizad 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 . . . )
- . . Location of Experience/License or Permit Dates of
Description of Experience Involving Personal - - .
Participation Number of Facility Experience

Oral administration of sadium
jodide I-131 requiring a written
directive in quantities less than
or equal to 1.22 gigahecquerels

(33 millicuries) S ::..

Oral administration of sodium

iodide |-131 requiring a written 4 D\

directive in quantities greater
than 1.22 gigabecquerels (33 D/
millicuries) ' e~

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

l (List rad'lanﬁdldeé)w T

PAGE 3
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NRC FORM 313A IAT.IT) U.S. NUGLEAR REGULATORY COMMISSION
(32008} . .
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 Experlence Pathway):

] 1 attest that has satisfactorily completed the 80 hours of classroom
T "Name of Proposed Authorized User

and faboratory 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 (Identlcal Attestation Statement Reqardless of Training and Experience Pathway):

| |l attest that has satisfactorily completed the 80 hours of classroom
Neme of Froposed Authotized 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

(] I attest that N [éb @L has satisfactorily completed the required clinica! case
“ 7" " "Name of Propased Autherized Usar o

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

mral Nal-131 requiring a written directive in quantities less than or equal to 1.22
~ glgabecquerels (33 milticuries)

ﬁOral 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

D Parenteral administration of any other radionuclide requiring a written directive

Third Section
]Z&test that MW(& W has satisfactorily achieved a level of competency to

""" Name of Prepotsd Authorized User

function Independently as an authorized user for:

| 7 Oral Nal-131 requiring a written directive in quantities less than or equal ta 1.22
/igabecquerels (33 millicuries)

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

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

E Parenteral administration of any other radionuclide requiring a written directive

PAGE 8
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NRC FORM 313A (AUT) U.S. NUCLEAR REGULATORY COMMISSION
{242008)
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
“autharized user

P Kawneky | &~ (73 0L

...............................................................................................................

apply)**.

[T]35.390 | With experience administering dosages of:
(135302 P[/Oral Nal-131 requiring a written directive in quantities less than or equal to 1.22

35384 ;  Aiaabecquerels (33 milicuries)
. |_,_,|, ral Nal-131 in quantitles greater than 1.22 gigabecquarels (33 millicuries)

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

. ] Parenteral administration of any other radionuclide requiring a written directive

raquesting authorizad user status,

d. Provide completed Part || Preceptor Attestation.

PART Il - PRECEPTOR ATTESTATION

Note: This part must be completed by the individual's preceptor. The preceptor does not have 1o 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.”

Firet Section
Check one of the following for each requested authorization:
For 35.390:
Board Certification

| 11 attest that has satisfactorily completed the training and experience
Name of Propesed Autharized User

requirements in 35.390(a)(1).

OR
Trainihq and Experience

o] | attest that _RAMANIG X LKGA_ has satistactorily completed the 700 hours of training

Name of Proposed Authorized Ussr

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

PAGE 4
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NRC FORM 313A (AUT) U.8. NUCLEAR REGULATORY COMMISSION
(3-2009)
AUTHORIZED USER TRAINING AND EXPERIENCE AND PRECEPTOR ATTESTATION (continued)
Fourth Section
For 35.396:
Current 35.490 or 35.690 authorized user:
|_| | attest that is an authorized user under 10 CFR 35.490 or 35.690

Neme of Proposed Autharized User
or equivalent Agreement State requirements, has satisfactorily completed the 80 hours of classroom and
laboratory training, as required by 10 CFR 35.386 (d)(1), and the supervised work and clinical case
experience required by 35.396(d)(2), and has achieved a leve| of competency sufficient to function
independently as an authorized user for:

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

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

OR
Board Certification:

[} 1 attest that has satisfactorily completed the board certification
Name of Proposed Authorized Usar
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:

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

| 7] 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:
[ 135390 | | 35.392 []35.304 [ 35.396
[ﬂ/ have experience administering dosages in the following categaries 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)

Z] Oral Naf-131 in quantities greater than 1.22 gigabecquerels (33 millicuries)

Warenteral administration of beta-emitter, or photon-emitting radlonuclide with a2 photon energy less than
~ 130 keV requiring 2 written directive is required

| Parenteral administration of any other radiopfjiclide requiring a written directive

‘Name of Preceptor Telephone Number [Date

. F&UA QHTJSM n}Signa*Z/ — éo- g1 - 6195 | ?/2@/ T

License/Pemit Number/Facility Name —
__Q&“_L&}:LPL__@ Wi &) APl (Oygivn
PAGE @




This is to cknowledge the receipt of youe e@pphcatlon dated )C
ﬂ ree VIR, ~f-0~
A I ‘ d and to inform you that%w initial processmg which
includes an administrative revuew has been performed.

Amendnedt (06 -11134-02)

There were no administrative omissions. Your apphcatlon 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 Recejvable
Branch, who will contact you separately if there is a fee issue involved.

Your action has been assigned Mail Control Number ___ S 2 S 8 3c)~

When calling to inquire about this action, please refer to this control number.
You rnay call us on (610) 337-5398, or 337-5260.

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



