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The Wi II jam W. Backus 
Hospital 

July 26,2011 

USNRC Region I 

475 Allendal.e Road 

King ofPrussia, PA 19406 


Greetings: ()3001J.~7 
We wish to amend our radioactive materials license number 06-11734-02 as follows: 

Please add authorizatjon to Dr. Nathaniel D. Dueker for oral administration ofNal I-131~ 
parenteral administration of any beta emitter or a photon-emitting radionuclide with. a 
photon energy less than 150 keY for which a written directi'lle is required. Attached 
please find documentation of three cases of high-dose iodine-131 in which Dr. Dueker 
has participated, and a preceptor statement by Dr. Phillip Kohanski supporting this 
application. 

Please contact us ifyou have additional questions regarding this amendment request. 

Les Temkin 

Vice President of Clinical Operations 


LT/srk 

32f:i W;:l~hi'l'ltnn S!r~lI • Nnrwkh. ClJlln~dil;lil • (lh)hO • T<'!I: (Af>OI flI1'l.fl.l"l I • Fmc Illllm;:D'Cl:l2'S"? 5'9~ 
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The William W. Backus 
Hospital 

July 28,2011 

USNRC Region I 

475 Allendale Rd 

King ofPrussia, P A 19406 


Greetings: 

Dr. Nathaniel D. Dueker has participated in the administration ofthree cases at William 
Backus Hospital in which patients received bigll-doses ofI-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. 

Dr.P 

Chie 

RSO 


,126 W7l~hin~I'on SrreE'!! • Norwich, Cnnnl1c:tic:lIl • O(,:lM • Tt'l: illMll Anrj-Il.1.11 • F1'Ix: (AM)) R:B-(,,'l29 
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NRC FORM 313A CAUT) 	 U.S. NUCLEAR REGULATORY COMMISSION 
(3.200&) 

AUTHORIZED USER TRAINING AND EXPERIENCE 
AND PRECEPTOR ATTESTATION APPROVED BY OMS: NO. 316(J..l)120 

EXPIRES: 3/3112012(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 

_AlltfJ~N.J';t- ...l2cEl£1.__ ._L ~_. "....____...... 
Requested Authorizalion(s) (check all that apply): 

D 35.300 Use of unsealed byproduct material for which Ii written directive is required 

OR 

~.300 Oral administration of sodium iodide 1-131 requiring a written directive in quantities less than or equal 
to 1.22 gigabecquerels (33 millicuries) 

~.300 Oral administration of sodium iodide 1-131 requiring a written directive in quantities greater than 1.22 
gigabec:querels (33 milliouries)

~.300 Parenteral administration of any bets,emitter, or photon-emilting radionuclide with a photon eliergy 
les$ that 150 keV for which a written directive is required 

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

PART I - 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 cheeked above. 

D 1. Board Certification 

Q. 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.a96, provide documentation on classroom and laboratory training, supervised work experience, 
and supervised clinical case experience. The tables in sections 3.a., 3.b.. and 3.0. may be llsed to 
document this experience. 

d. Skip to and complete Part II Preceptor Attestation. 

D 2. Current 35.300. 35.400, or 35.800 Authorized User Seeking Additional Authorization 
s. Authorized User on Material$ LiceJ'lse 	 under the requirements below or . 

equivalent Agreement State requirements (check all that apply): 

D 35.390 I. 1 35.392 035.394 35.490 [J 35.890 

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 

experienoe. Also provide completed Part" Preceptor Attestation. 


c. If currently authorized under 35.490 or 35.690 and requesting authorization for 35.398, provide 

documentation on classroom and laboratory training, supervised work experience, and supervlsecl 

clinical case experience. The tables in sections 3.a.. S.b., and 3.c. may be used to document this 

experience. Also provide completed Part II Preceptor Attestation. 


NRC FORM 31311 (AUT) (3·200il) PAGE 1 
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NRC FOI<M 313A (AUT) U.S. NUCLEAR REGULATORY COMMISSION 
(3-2009) 

AUTHORIZED USER TRAINING AND EXPERrENCE AND PRECEPTOR ArreSTATION (continued)
J 

V,3. Training and EXli!!rience for Proeglilied Authorized User 

a. 	 Classroom and Laboratol)' Training .=:J 35.390 L 35.392 D 35.394 [] 35.396 
'r---.__..... __0. 	 .. . ._­... --".~ 

Clock Oat/!$ ofDescription of Training Location of Training 	 I 
Hours Training-I 

,~-,-_._.- ._--- ...- "'------j .. 

Radiation physics and I 
instrumentation 

Radiation protection 

1--­
Mathematics pertaining to tha 

~ 


use and measurement or 

radioactivity 
 i ) 
ChemistI)' of byproduct 

material for medical u!le 


I ......~ 

I 	 .J".",'''' 

Radiation biology 

! I - I I 
Total Hours of Tr,ining: 

. ~....--- ... .~ 
h. 	 Supervised Work Experience ~ 35.390 [J 35.392 n 35.394 LJ 35.396 

Ifmore than one supervi$ing individual is necessary to document supervised training, provide multiple copies 
of this page. 

... .-~-, -- " 	 " .'
ISuperviseiWork Experience I	Total Hours. of 


Experience: 

.-	 ...,~.-' 

Desorlption of Experience ! Location of experiencelLicense or I 	 Dates ofConfirm
Must Include: f'ermit Number of Facility 	 experience· 

... _. 	 I 
.. I. ... . .... ,,, .. " 	 ".. ·~ .. -I 

Ordering, receiving. and 
DYesunpacking radioactive 


materials safely and performing 

DNathe related radiation surveys 	 I-_._... , .. ~,.-	 -_... "." ........ 
, 

Performing quality control Yesprocedures on instruments 

used to determine the activily 
 Noof dosages and performing 

checks for proper operation of 

! 
survey meters 

." ..' ~'" , ' .,.,.... ...,.. 	 .._, .. _.. , , . ...,~ 

Calculating, measuring, and 	
I 

DYes
safely preparing patient or 

human research sUbject 
 No
dosages 

.. .., . _... , .... ... _­
Using administrative controls to 


I DYes 
prevent a medical event 

involving the use of uMealed 
 DNo. byproduct material 

~.
, .. _--_. 	 .. .. . ...... ~, - ~~-...--- .. 

I 

Using procedures to contain 	 I! Yesspilled byproduct material 

' liafely and using proper i 


I DNadecontamination procedures L_: 
! 

--_._ . .. .- ..........,_... 	 I 


I'AGE2 
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NRC FORM lUA (AUT) 	 U.S. NUCLEAR REGULATORY COMMISSION 
(H009) 

AUTHORIZED USER TRAINING AND EXPERIENCE AND PRECEP'rOR ATTESTATION (continued) 

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

b. Supervised Work Experience (continued) 
0.:----:-:---:----;;;-:-:--,--------... -. .- .......... ---....- .--:-:-.--:::----:------.. ... .... ..-.--.--------, 

SuperviSing Individual 	 :License/Permit Number listing supervising individual as an 

W {<at~~j 	 .authoriledUSer do~ \n~, c)L­.......~ .....f ......................................... , .................................................... 

Supervising individual meets the requirements below, or equivalent Agreement State requirements(check all that 
applyr: 

;035.390 	 With experience administering dosages of: 

[j 35.392 	 ~ral Nal·131 requiring a written directive In quantities less than or equal to 1.22 

-=';Igabecquerels (33 millicuries)


035.394 
Idfj)ral Nal·131 in quantities greater than 1.:22 gigabecquerels (33 mil1icuries)D 35.396 IZI 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 
.. . ...... " ... -. ,-............. . ....... _......... .............. ..., ................ . 

-. SupeIVising Authorized Usar must have expertence In administering dosages in the same dosage category or categories as the individual 
requesting authorized user status. 

.. _--­'-----_..... .- .._._-----------_...._. ....._----_._----_.__...... .. .. _.. _ 

c. Supervised Clinical Case Experience 
If more than one supervising individual is necessary to document supe.rvised work. experi&nce. provide 

multiple copies of tlJis page. 


_.__..........._. . ... .. .. .•._.__._--_._--_._...... 
Number of Cases Location of Experi1ence/License or Permit Dates of

Description of Experience Involving Personal Number of Facility Experience"
i
I Participation 

f----- ..- .. 	 ! ' _..... .._-......_._-----------_._ .. ...... -.. -+--------1 

Oral administration of sodium 

iodide 1-131 requiring a written 

directive in quantities less than 

or equal to 1.22 gigabecquerels 

(33 millicuries) 


.. ... _..__.._---1------­f-------..-.--....... . .......... -..~~~Q-~----- .. -......

\-.r-

Oral administration of sodium ... ..LJ 

iodide 1-131 requiring a written ''/"~ 

directive in quantities greater / /~. ~
.1'. 

than 1.22 gigabecquerels (33 ~_ 

millicuries) 


'-._.__... _.._.. _.. . ........ -.-----I----I-------~::::.-

Parenteral administration of 
any beta-emitter, or 
photon-emitting radionuclide 
with a photon energy less than 
1SO keV for which a written 
directive is required 
----_._-_... . ...... -......._....._._._---+---------------_.__.._---_._._--_._-_.-.__ .... 

Parenteral administration of 
any other radionuclide for I 

which a written directive is 
required 

(List radlonudldes) L 
PAGE 3 
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NRC FORM 313A (AUT) U.S. NUCLEAR REGULATORY COMMISSION 
(J.:2QO!iIl 

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 Experlfnce Pathway): 

I attest that has satisfactorily completed the 80 hours of classroom 
--, '''Name O:iProposed Authorized User 

and laboratory training. as required by 10 CFR 35.392(C:)(1). and the supelVjsed work and Clinical case 
experience required in 35.392(0)(2). 

For 35.394 (Identical Attestation Statement Regardless of Training and Experia"ce Pathway,): 

I~ I attest that has satisfactorily completed the 80 hours of classroom 

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). 

__ •••••••••••• M ••••••••••••••••••••• W •••••••••••••• __ •••••••• 

Second Section 

r..;(r'attest that -.tJ/!fJ'1tb.r}~<--/)J3.J\~ has satisfactorily completed the required clinical case 
Name of PrtJpased Al.IIholiZeCl lJset 

experience required in 3S.390(b)(1)(ii)G listed below: 

:;r6ral Nal~131 requiring a written direotive in Quantities less than Olr equal to 1.22 
- glgabecquerels (33 millicurie::;) 

~Oral Nal-1 M In quantities greater than 1.22 gigabecquerels (33 n,illicuries) 

¢arenteral 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 reqr.siring a written directive 

__ • ________ *~ ••••• _ •••• M __ • ______ •••••••••••• _. _______ _____ •• 

ThlrdYCtiOn 

0i attest that Ml~.~~..-~ _has satisfactorily acl'lieved a level of competency to 
Name Of Proposed AUlhoIilled (.1gB' 

function Independently as an authorized user for: 

l.,l(6ral Nal·131 requiring a written directive in quantities less than or equal to 1.22 
~igabec:qUereIS (33 millicuries) 

1.1 Oral Nal-131 in quantities greater than 1.22 gigabecquerels (33 millieuries) 

~arenteral 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 

http:l<)\l.JB
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U.S. NUCLEAR REGULATORY COMMISSIONNRC FORM 313A (AUT) 
(3.2('J()Q1 

AUTHORIZED USER TRAINING AND EXPERIENCE AND PRECEPTOR ATTESTATION (continued) 

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

c. Supervised Clinical Case Experience (continued) 

Isupervising Individual -- license/Permit'Number Iisiing supervising individual as'an: 
authorized user ' 

I	SijP.iVif.~~f.i me~~~eni;bOiow.Oi equi••;';';i 'AQtf::.l(!It::iniiiCh'tiCkali thai I 
~~~/~~~~:, , , -: --, -, , -, . , , -.... , .. -.. -... , . , , .. , . , -" ,.,' -. , . , . , , . , .. , , . , .. ,.. ,.. ' ..... -.. , ............ , , .... , , ·1 o 35.390 • With experience administering dosages of: 

[l35.392 : ~ral Nal-131 requiring a written directive in quantities less than or equal to 1.22 I n 35.394 ~igabecquerel$ (33 millicuries) 

D 35 396 t,'foral Nsl-131 in Quantities greater than 1.22 gigabeeqUi~rels (33 millicuries) 
. I..)f"Parenteral administration of beta-emitter, or photon-emitting radionuclide with a photon 

- energy less than 150 keV requiring a written direotive is required 

, 0 Parenteral administration of any other radionuclide requiring a written dlreotive I 

- Supervising Authorized Ueer mut;1 have experlence in adminIstering dotagas In the S8m~ dosage category or C3l9gor1es as the inllil/idual 
raquestlng pult!OriZad user status. 

--- .. ------ ,---_.. ,,_._--_., .. _----" '._---­

d, Provide completed Part II preoeptor Attestation. 

PART 11- 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 precep10r provides, directs, or verities training and e)Cperienee required. If more than 
one preoeptor is necessary to document experience, obtain a separate preceptor statement from each. 

By checking the boxes below, the preoeptor is attesting that the individual has knowledge to fulfill the duties of the 
position sought and not at1esting to the individual's "general clinical competency." 

First Section 

Check one of the fonoWing for each requested authorization: 


For 35.390: 

Board Certification 

I~ I attest that 	 has satisfactorily completed the training and experience 
Name Of P~ed Aumonzed uMi 

requirements in 35.390(a)(1). 

OR 

TraiDHlQ and EXDerienCe 

Iu{!attest that .. 1J.fr5J .ftt.J.t~~~~ has satisfactorily completed the 700 hours of training 
Name of PfOllQtea Aulhol'fZ9d User 

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

http:eni;bOiow.Oi
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NRC FORM 313A (AUT) U.S. NUCLM.R REGULATORY COMMISSION 
C3-200~) 

AUTHORIZED USER TRAINING AND EXPERIENCE AND PRECEPTOR ATTESTATION (continued) 

Fourth Section 

For 35.396: 

Currenl35.490 or 35.690 authorized user: 

o I attest that is an authorized user under 10 CFR 315.490 or 35.690 

NBme Cl iimPoaed AlIlhO~6d User 

or equivalent Agreement State re~ujrements. has satisfactorily completed the 80 hours of classroom and 
laboratory trainil'lg. 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 radioliuclide with a photon energy less 
than 150 keV for which a written directive is required 

; l Parenteral administration of any other radionuclide for which a written directive i$ required 

OR 
Board Certification: 

o , attest that has satisfactorily completed the board certification 
Name'Of Proposed AIIII\QrtI:Bd UBar 

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 cate experience required by 
35.39S(d)(2). and has achieved a level of competency sufficient to fundion independently as an 
authorized user for: 

n Parenteral administration of any beta-emitter. or photon-emitting radionuclide With a photon energy less 
._1 than 150 keY for which a written directive is required 

I. "-1 Parenteral adrnif'lstration of any other radionuclide for Which a written directive Is required 

~--- ~- ~---.. .... -- .... .... --- ...-.. -- ...-.... ..... -...--- ... 

Fifth Section 

Complete the following for preceptor attestation and signature: 


L.J I meet the requirements below. or equivalent Agreement State requirements, as an authorized user for: 

D 35.390 L135.392 n 35.394 L135.396 

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

~ral Nal-131 requiring a written directive in quantities less than or equal to 1.:22 gigabecquerels (33 
millicuries) 

[2(01'81 Nal-131 in quantities greater than 1.22 gigabecquerels (33 millicuries) 

~arenteral administration of beta-emitter, or photon-emitting radlonuclide with a photon energy less than 
. 150 keV requiring a written directive is required 

r_.J Parenteral administration of any other radio elide requiring a written directive 

_~__iT~o~m~or t;fL 
fAJ ~(0~ 

PAGEe 



This is to fCknowledge the receipt of YOU~pPlication dated ~ 
1Id{, ).1 ( r~t::·d., a~~ tO~form fo~hatt~~illttro~Js~g WhiC~ 

includ~;~::r;;~~ev~ZS~1jl~0~~J)
[XI 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. 

o 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 Rece;vable 
Branch, who will contact you separately if there is a fee issue involved. 

Your action has been assigned Mail Control Number 51.s:r~ 

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 



