
Bayhealth Medital Center Kent General Hospital Milford Memorial Hospital-------..--...... 
640 S. State Street. Dover, DE 19901 21 W. Clarke Avenue, Milford, DE 19963 
(302) 674-4700 (302) 422-3311 

December 2,2010 

Janice Nguyen 
Health Physicist 
Nuclear Materials Safety Section 
Division of Safety & Safeguards 
u.s. N.R.C. ~ Region I 

475 Allendale Rd. 

King of Prussia, PA 19406 


RE: Mail Control # 573485 

Dear Ms. Nguyen, 

An application for license amendment, dated September 1, 2010, was submitted to the 
U.S.N.R.C. to add four physicians to our license as authorized users (AU) of 35.100 and 35.200 
materials. In response to this amendment, you sent an email to the attention of our Health 
Physicist, dated November 9) 2010, outlining a request for additional documentation on each of 
the AU's requested for addition to our license. Enclosed please find a completed NRC313a 
(AUD) form for each of the physicians listed below. 

Kathleen M. Hughes, M.D. ABR 2008 - AU Eligible 
Amit Newatia, M.D. ABR 2008 - AU Eligible 
Yogi Trivedi, M.D. ABR 2008 - AU Eligible 
Vijay Viswanathan, M.D. ABR 2007 - AU Eligible 

ABNM 2006 

If you have any questions, please contact our consultant radiation physicist, Jay Yoder, MS, of 
Walter L. Robinson and Associates at 717-475-6782, or contact us at 302-744~7057_ 

Our N.R.C. license no. is # 07-14850-01 (Bayhealth Medical Center - Kent General Hospital). 

Enclosvres: (4 - NRC313 AUD) 



u.s. NUCLEAR REGUL.ATORY COII/IMISSIONNRC FORM 313A (AUD) 
(:!.20091 

AUTHORIZED USER TRAINING AND EXPERIENCE APPROVED BY OM8: NO. 31SO'()120 
AND PRECEPTOR ATTESTATION EXPIRES: 313111012 

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

IState or Territory Where LicensedName of Proposed Authorized User 

VijllY Vi~Wllnftthlln, M.D. 	 IDelftware .,____________.•- ____--1 
~ .'---' 

Requested Authorizalion{s) (check all Chat apply) 

[{J 35.100 Uptake. dilution, and excretion studies 

[Z] 	35.200 Imaging and locali~ation studies 

C 	35.500 Sealed sources for diagnosis (specify device ~_________~-__ ) 

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 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 cheeked above. 


IiJ 1. Board Certification 

i a. Provide a copy of the board certification. 

b. 	 If using only 35.500 materials, stop here. If using 35.10() and 35.200 materials, skip to and complete Part II 
Preceptor Attestation. 

D 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 (0 document supervised work experience, provfde multiple 
copies of this section) 

De;CriPtion of Experience 	 TL~cation of Ex~erience/Lic;nse or I Clock- 1 Dates of-L- Penn it Number of Facility Hours i Experience'" 

i-E-I-ut-in-g~~g-e-n-e-ra-to-r-s-y-st-e-m-s---·-I· -" 	 I 
appropriate for the preparation of . I' 

radioactive dNgS for imaging and 
localization studies, measuring and I ~' 

testing the eluate for radionuclidlc . 

purity, and proceSSing the eluate I 

with reagent kits to prepare labeled . 

radioactive drugs 


1_.~-__________.•_-L---.-----.---------~- .--- ­

Total Hours of Experience: 
-::----,--~-----~-----...,-----------.-----. ---------1 
I Supervising Individual !License/Permit Number listIng supervising Individual as an 
I ialJthorized user 

t 
'H.~~.~ ••••• on_HU.'" .~ •• , •• * ........ H .... ~........ H •••••• ' , •• o ................. H ........... , ............... HU;U ........ ~' ••••••••••••••••.,. .............. , ............................. ~., ..........~ •••••_ •••••••• u,.' ,~" ..... uu••• 


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

035.290 o 35.390 + generator experience in 32.290(c)(1)(ii)(G) 

NRC FORM 31aA (AUO) {3-2009 	 "'RINTEO ON RECYCI.F.C PAP~1l 



NRC FORM 313A lAUD) U.S. NUCLEAR REGULATORY COMMISSION 

(3-20C\l\ AUTHORIZED USER TRAINING AND EXPeRIENCE AND PRECEPTOR ATIESTATION (continued) 

o 3. Training and EXRerlence for ProJ)psed Authoriud Use~ 

a. Classroom and Laboratory Training. 
-'---"'---~------""'I----------~--'--~'-'--~=l 
I , ~~ Oates of 

Description of Training I Location of Training H Training" 
' cu~ 1,1-------..---------1----- ------'----------+~--·~+-I-----I 

Radiation physics and I 

instrumentation I 
1-----",---.-----__.------.--------- i 1--­

I ' 
!RadlaliOn protee"tion • I 

----------1------------------+-+'-----: 
' Mathematics pertaining to the use 

and measurement of radioactivity I 

_~ '" .--l---~----""--i--·--II~-·· ~ 

I
,Chemistry of byproduct material 

for medical use (not required for \ 

35.SQD) 

I-----··----,----~r_--- ---_,,--_______-+1_,__-+1_" ___---1 

IRadiation biology I 
I i I 

I Total Hours of Training:

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

b. Supervised Work Experience (completion of this table is not required for 35.590). 

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

Fi~e--d-W-O-rk-E-X-pe'-r-ie-n-c-e--"..'----.. ---- .....j-~-::-e-I:-eO-n~-~·'-Of---- -.----'-----'-, 
! D~~~~~E~e~~-~--~I~--~-c-a-~-OO-O-f-E-X-P-e-M-~~c-e~~-i-~-n-s-e-o-r--~I-c-o-~;-m-I~-D-a-~ 

Must Include: Permit Number of Facility , Experience"

~-r-de-r-in-g-.-re-c-ei~'~jn-g-,-a-nd-u-np-a-Ck'-j-ng-I-,--" 0 yNeos ,._-"1,:I',: 

radioactive materials safely and 
•performing the related radiation 

::::::;n9 quality contrQI'~; -.-----..~----1----.~- I: JI
procedures on instruments used to 0 Yes ,! 

determine the activity of dosages 
and performing checks for proper ________., ~ No I 
operation of surveY,.~eter$ 1 

----------,-,----~-------~-----

PAGE 2 
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NRC FORM 313A (AVDI 	 U.S. NUCLEAR REGULATORY COMMISSION 

(3-2009) AUTHORIZED USER TRAINING AND EXPERIENCE AND PRECEPTOR ATTESTATION (continued) 

3. Ttainlng and Experience for Proposed Authori7ed User (continued) 

b. Supervised Work Experience, (continued) 

! Description of Experience I Location of Experienc~/License or I Confi~ Dates of'I 
Must Include: Permit Number of Facility , Experience"I 


Ical~tating, measuring. and safely . .• 	 Yes I 
preparing patient or human researct! I 
subject dosages 0 No I iI 	

I 

'"-----~----, ., ------,~--~---- -+----I-~---·--II 
Using administrative controls to :J Ves 
prevent a medical event involving the I 

use of uns~aled bYP~Oduct material j._'___"___'___"~--i-_C_i_N_O_--+-___~__i 

Using procedures to contain spilled i 0 Yes 
byproduct material safely and using I 
proper decontamination procedures 0 No
f--- _., 	 ._--+-_.-____.­___~.___ i, ____________,____ 

Administering dosages of radioactive 1 I 0 Yes 
drugs to patients or human research . 
subjects D No 

~i~t;ng generator system;-a'-p-p-ro-p-n-.a-te-I---~--------""----"r..--""I,l......J-l' v=To5 . 
for the preparation of radioactive ~ 
drugs for imaging and localization 
studies, measuring and testing ttle 

I eluate for radionuclidic purity, and 
. processing the eluate with reagent 
kits to prepare labeled radioactive 
drugs 

I 

Supervising Individual 	 !LicenseIPermit Number listing supervising individual as an
iallthorlzed user 

J 
".~"'" ,··············.H .•....... "'" .......................... "' ..,. ......_~ __ ._................. H ........... ·.,..,. , ...... H .... H .... ..,..... , . ' .... n._•••••••••••••••••••••••••••••••• u •••••••••••• 'u •••••••••_ •••• ,._ •••••__ 


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

\___3_5._1_9~__n_"_35_.2_9~__C_"_3_5.~~_O__D_3~_.3_90_+_ge_n_e_ra,_to_r_e_xp_e_ri_en_c._e_in_3_5_.2_9_0(~_)(_1)_(iI)_{G_)_,.--.J 
C. For 35,590 only. provide documentation of training on use of ttle device. 

I Device I 
~ 

Type of Training I 
.," 

Location and Oates 
" 

i 

I I 
" 

I 
i I -I I 
f i I 
d. For 35.500 uses only. stop here. For 35.100 and 35.200 uses, skip to and complete Part 11 Preceptor

Attestation. 

PA,GE;j 



NRC FORM 313A (AUD) I U.S. NUCI.EAR REGULATORV COMMISSION 

(1.2000) AUTHORIZED USER TRAINING AND EXPERIENCE AND PRECEPTOR ATTESTATION (continued) 

P.RT 11- PRECEPTOR ATTESTATION 
Note: This part must be completed by th~ individual's preceptor. The preceptor does not have to be the supervising 

individual as long as the preceptorlprovldes, directs, or verifies training and experience required. If more than 
one preceptor is necessary to docJment experience, obtain a separate preceptor statement from each. (Not 
required to meet training requiremants in 35.590), 

I 

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

i
First Section I 
Check one of the following for each us~ requested: 

For 35.190 

Board Certification 

I attest that has satisfactorily completed the requirements in 
'--:-:----:-'"'""":---"---

Namc Of Propo8~ AuthOfl!ed Ueer 

10 CFR 35.190(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. 

I 
I 

OR 

Training and Experience 

o I attest that I has satisfactorily completed the 60 hours of training and 
---, ! ".,----:---:---


Nama of Pl'Qposell Authorized Uller 


experience, including a minimilim 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. 

I 
For 35.290 i 


Board Certification 

i 

[lI1 attest that Vijay Vi&~aft"t""r' M.D. " ___ has satisfactorily completed the requirements in 
Name or ProPQ~ Authorized User 

'0 CFR 35.290(a)(1) and has lachieved 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 


!J I attest that has satisfactorily completed the 100 hours of training- ___,..i.-;-:--::--:-~-
Namc Of ProposEid Authorizod U~r 

and experience, inclUding a ~inimum of 80 hours Of classroom and laboratory training, required by 10 
CFR 35.290(c)(1). and has adhleved a level of competency sufficient to function independently as an 
authorized user for the medic~1 uses authorized under 10 CFR 35.100 and 35.200. 

---••••••••••••••---•••••••~••- ____.J•••••••~••••___•••••~.-•••--••••••-----.-••••••••••----•••••R.----_.... 
Second Section i 

Complete the following for preceptor ~estatlon and signature: 


[{] I meet the requirements belo~, or equivalent Agreement State requirements. as an authorized user for: 
I 

~ 35.190 [lI 35.290 35.390. 35.390 + generator experience 
~H-+--+'~--f .~~--~-- ----~----__ --____-,__...--____~ 

Name of Preceptor Tel@phone Number Date 

Martin Be~ley. M.D. (302) 744-7062 12/0111010 

Lleanse/Permit Numbfl!rJFaollity Name 
07-14850-011 Dllyheftlth Medical Center- Ke 

P"'GE~ 



NRC FORM 313A (AUO) 	 U.S. filUCLEAR REGULATORY COMMISSION 
i"~l 

AUTHORIZED USER TRAINING AND EXPERIENCE APPROVED BY OMB: NO. 31S0'()120 
AND PRECEPTOR ATTESTATION EXPIRES! 313112012 

(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 Vllhere Ucensed 

Yogi Trivcdl, M.D. I
DehlWlIrc 

1---_.._----------------- '----------------,,--------1 
Requested Authorization(s) (check all that apply) 

I[l] 35.100 Uptake, dilution, and excretion studies 

ILil 35.200 Imaging and localization studies 

D 35.500 Sealed sources for diagnosis (specify device 	 )--_._--------------­
PART I - TRAINING AND EXPERIENCE 
(Select on. of the thre~ methods be/ow) 

... 	 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 datei. duration, and description of continuing 

education and experience related to the uses checked above. 


o 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 II 
Preceptor Attestation. 

10 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 supeNisrng individual is necessary to document supervised work experience, provide multiple 
copies of this section.) 

("'.....------------.... '.T"'"--------..~------__,--...,,-.---,----- ­
Location of ExperiencelLicense or C loek Dates ofDescription of experience 

Permit Number of Facility Hours Experience­
'_ •. __._----------••••• ,.-,....

1 	 .------t-----I~.~ 

Eluting generator system!; 

appropriate for the preparation of 

radioactive drugs for imaging and 

localization studies, measuring and 

testing the eluate for radionuclidlc 

purity. and processing the eluate 

with reagent kits to prepare labeled 

radioactive drugs
r-----_ "'4 •••_._ ••__• _____-'-_______• ______• _ 


4
 

Total Hours of E:Kperience: 

Su~~~ngln~~du~ -~-4··--·-----~-~~i~U~ce-n-s-~=p-~-m~il~N~u-m-~-rl-~-tin-g-s-u-~-N-~-~-g-h~-d~~-d~~~-a-s-a-n--~ 
aut.horlzed user 

,... 	 ..................................................
" 

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

[J 35,290 35.390'" generator experience In 32.290(0)(1)(II)(G) 

NRC FORM S13A (AUO) (302009 PRINTED ON '1ECYCLE::> PAPEI'( PAGEl 
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U.S. NUCLEAR REGULATORY COMMISSION NRC FORM 313A (AUD) 
(3-20D!l1 AUTHORIZED USER TRAINING AND EXPERIENCE AND PRECEPTOR ATTESTATION (continued) 

o 3. Training and ExQlrience for Proeosed Authorized UI'[ 

a. 	 Classroom end Laboratory Training. 

I 
Cloc\( ¥esOfLocation of TrainingDescnP'~on of Training ---+--_ 	 I HOU:~ Train.ing* 

.,. 

RadIation physics and 
instrumentation I 

.,----­~-

IRadla«on-proteC'ion 

.~ 

Mathematics pertaining to the use 
and measurement of radioactivity 

.1-

Chemistry of byproduct material 

for medical use (not required for 

35.590) 


_.'- _.. '"-	
! 

i 

i 

I 

Radiation biology 

.... 

Total Hours of Training: 

b. 	 Supervised Work Experience (completion of this table is not required for 35.590). 

(If more than one supeNising ;ndMdualls necessary to document supervised work experience, 

provide multiple copies of this section.) 


h"', ...~.... 	 ........ -..~--" 

Supervised Work Ex.perience 	 i Total Hours of 

! Experience:


-',p." '" 
_. -­

De$cription of Experience Location of Experience/license or Dates of
ConfirmMust Include: Permit Number of Facility 	 Experience" 

.-,.~ -"',' . ,.- ... 
Ordering, receiving. and unpacking 

DYes 
1radioactive materials safely and 

!performing the related radiation 
 ONO 
i surveys 
~.~~- ii 

: Performing quality control 	 I 

•procedures on instruments used to I DYes 

determine the activity of dosages 

and performing checks for proper ONO 

operation of survey meters 
-',_.. 	 .., I I-"­



NRC FORM 313A (AUDI U.S. NUCLEAR REGULATORV COMMISSION 

(3-20(9) AUTHORiZeD USER TRAINING AND EXPERIENCE AND PRECEPTOR ATTESTATION (continued) 

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

b. 	 Supervised Work Experience. (continued) 
I, 	 ' Description of Experience "'1 Location of Experience/Licens;-o-r---r-I'-c-o-n-fir-m-I--D-at-es-~I· 
~ _ Must"nclude: ," Permit Number of Facility Experience"•.----i-
Calculating, measuring, and safely l',preparing patient or human research I DYe, 

subject dosages ! DNo 


"Using administrative controls ~o---+------------~'---- --~~-s--+-f---",----J. 

prevent a medical event involving the 	 'Ii, 0 No I 
use of unsealed byproduct material 

~--"-------'------~--~-------------------~------4----------~ 
Using procedures to contain spilled I DYes Ibyproduct material safely and using 

iproper decontamination procedures No I 

"'"-------I------------------------~~,-_t_----,II---,""­
Administering dosages of radioactive LJ Yes 
drugs to patients or human research 

subjects . DNo 

·~;·'u-t-in-g-g-e-n-e-ra-to-r -sy-s-te-m-s-a-p-p-ro-p~i~'-te-l----"------'~----"~Y---+----'-: 

for the preparation of radioactive es. 
drugs for imaging and localization . 0 No 
studies, mea$uring and testing the 
eluate for radionuclidic purity, and 
Iprocessing the eluate with reagent 
i kits to prepare labeled radioactive 
•drugs 

Supervising Individual !License/Permit Number listing supervising individual as an
lauthorized user 

; 
•••••••• ,. • ••• .. ·····-···~··--_···_~__·._ ....n ...6.'" ··.-·-··-·····.. ~... •• __•• .. ~ .. h._ •• , .............._ •• u~ ••••_!•••••_u ••• ,.u· ••••••••" ...u.uu.............. <. ,..... ••••••••••••••••••••••••••••••• , ••••••••••••••••,.•••• n •••• 


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

35.190 U 35.290 35.390 + generator experience in 3S.290(c)(1)(ii)(G) 
--------- "'-------.".-------.. ,~---------~-------- ..----__....II 

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

I,------..,--'-------,--...,,,.-.-------- "'---,------------------- ­
r'-____D_e_~~.~_e_____+I-----.-~~-e-o-f-T-ra-i-n-in-9-_~...-I________L_o_ca_l_lo_~_~_nd_o_a_te_s__·~ 

I 
I 

i 	 I 

d. 	 For 3S.S00 uses only, stop here. For 36.100 and 35.200 uses, skip to af'ld complete Part" Preceptor
Attestation. 

FAoe3 



NRC FORM 313A lAUD) I U.S. NUCLEAR REGULATORV cOMMISSION 

(3-2009) AUTHORIZED USER TRAINING AND EXPERiENCE AND PRECEPtOR ATTESTATION (continued) 

PART 11- PRECEPTOR ATTESTAT'~N 
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 land experience required. If more than 

one preceptor Is necessary to document experience, obtain a separatI'preceptor statement from each. (Not 

required to meet training requirements in 35.590) 

By checKing the boxes below. the preceptor ;s attesting that the Individ 611 has knowledge to fulfill the duties of the 
position sought and not attesting to the individual's "general clinical co petency." 

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

For 35190 

Board Certification 

:::J I attest that 	 has satisfactorily mpleted the requirements in 
Name-~f Prgpo.~l!d AUlho;b:ed Usor l 

10 CFR 35.190(01)(1) and has achieved e level of competency suffi. ient to function independently as an 
authorized user for the medical uses authorl<ted under 10 CFR 35. roo. 

OR 1Training and Experience 

, attest that has satisfactorily ompleted the 60 hours of training and 
Name of Proposed Autl\(I!I~ed U!l.er I 

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 Ifunction independently as an 
authorized user for the medical uses authorized under 10 CFR 3s.[M 00. 

For 35.290 

Board Certification 

[l] I attest that Yogi Trivedi, M.n. has satisfactorily ompleted the requirements in 
.. .. Name of PropoSl!d Auth~'~zed Usor l 

10 CFR 35.290(8)(1) and has achieved a level of competency sufficient to function independently as an 
authorized user for the medIcal uses authorized under 10 CFR 35i100 and 35.200. 

OR . 

Training and Experience 


~ I attest that has satisfactorily bomPleted the 700 hours of training 
N"me of Prop~lIed Authon~<::d U~r l­

and experience, including a minimum of 60 hours of classroom an6 laboratory training. required by 10 
CFR 35.290(c)(1), and hsa achieved a level of competency suffici$nt to function independently as an 
authorized user for the medical uses authorized under 10 CFR 35]100 and 35.200.-...•.•......•.....-~.--------.............•~.~-.~..-----.........~..J~..--..-..........-.~....----.•.....~.. 


Second SectIon 

Complete the following for preceptor attestation and signature: 


[{] I meet the requirements below, or equivalent Agreement State r uirements, as an authorized user for: 
Io 35.190 [{] 35.290 	 35.390 ... gen~rator experience 

I--------... --.-----rr=--H--t----{,tw:'-~-_j'-----L__r-
Name of Preceptor Telephone Number i Date 

Martin Be,:ley, M.D. 	 (302) 744-7062 . 11/01/l010 

License/Permit Number/F~d-iitYName 
07-14850-1)1 I Bayhellith MediclIl Centn - Ken 

PAG~4 



NRC FORM 313A (AUD) 	 U.S. NUCLEAR REGULATORV COMMISSION 
(3.2009) I 

AUTHORIZED USER TRAINING AND EXPERIENCE . APPROVED BY OMS: NO. 3160-0120 
AND PRECEPTOR ATTESTATION eXPIRes: 313112012 

(for uses defined under 35.100, 35.200, and 35.500) 
[10 CFR 35.1901 35.290, and 35.590] 

I 

Name of Proposed Authorized User IState or Territory Wliere Licensed 

Amit Newaria, M.D. 	 i Dda,vate I 

f---' .. - .... .··---'---------71-----.,.---~--,---I 

Requested Authorization(s) (check aI/ that apply) ! 

035.100 Uptake, dilution. and excretion studies 	 I 
IZl 35.200 Imaging and localization studies 

D 35.500 Sealed sources far diagnosis (specify device 	 I ) 
---.------'------~-

PART I .- TRAINING AND EXPERIENcE 
(Select one of the thre9 methods be/bw) 

• Training and Experience. Including board certification, must have been obtained within the 7 years preceding 
the date of application or the indMdual must have obtained related continuing education and experience since 
the required traIning and experience was completed. Provide dates. duratidn, and deSCription of continuing 
eduoation and experience related to the uses checked above. I 

[?1 1. Board Certification 

a. 	 Provide a copy of the board certification. I 
b. 	 If using only 35.500 materials, stop here. If using 35.100 and 35.200 materials, skip to and complete Part II 

Preceptor Attestation. 

o 2. Current 35.390 Authorized User Seekina Additional 35.290 Autnor zation 

a. 	 Authorized user on MaterialS License meeting ~ aCFR 35.390 or equivalent Agreement 

State requIrements seeking authorization for 35290. . j 

b. 	 Supervised Work Experience. 

(If mo~ than one supervising individual is neceSS81)1 to document su erviseCl work experience, provide multiple 
copies of this section.) I 

.' Location of E;p'-e-r-Ie-n-ce-'-Li~e-~;-.s-e-o-r---,-,-C-IO-ck-""~-D-at-e-s~ 
Description of Experience 

Permit Number of Facility Hours Experience" 
'E-Iu-t-In-g-g-e-n-e-ra-t~;-S-Y$-te-m-s----4---. I 

,------if- ­... ----,f­
appropriate for the preparation Of 
radioactive drugs for imaging and 
localization studies. measuring end I 
testing the eluate for radionuolidic 
purity. and processing the eluate I 

with reagent kits to prepare labeled /. 

~~_ctive drugs -.-----'----".,-----~---~______L.J__~.___'________i 

Total Hours of Experience: 
.;-:---:--::-:-:--:---------.'..-----.-,~ . 	 ' . .0"­

:Supervising IndivIdual 	 j LicenselPermlt Number listing supervising individual as an 
j authorized user I 
: I 

....................................., ., .. "", ...................."."........ ,... ,......................;..."... ,............."......1..........."..................................... ,.,.......................... 

Supervisor meets the reqUirements below. or equivalent Agreement Statb requirements (check all that apply). 

II 35.290 0 35.390 + generator experience in 32.290(c){1 )(LG) 
"-,,. ... I .... 

NRC FORM 3131\ lAUD) (3.2C1'l~1 
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_______ 

I 
NRC FORM 313A lAUD) I U.S. NUCLEAR REGULATORY COMMISSION 

13-200&\ AUTHORIZED USER TRAINING AND eXPERIENCE AND PRECEP~OR ATTESTATION (continued) 

o 3. Training and experience for Proposed Authorized Use~ I 

:-C_la_$$_,_oo_m_an,_d._L_a_b_ora_to,_ry_T_f_B_in_i",...Q_,---- -" I=P.-----,---..---. 
Description of Training I Location. of Tralnin~,_ ~~u~~ _T_Dr_:t_i~_f~L 

Radiation Physics ·~·-n-d--, j I 

instrumentation I' 

I .f----.----...---- .----+., ..-------.,'------'-----+------1----..­

Radiation protection I I 

:~t-h-em-a-t-ics-pe-rta-i-nl-ng-t-o-t~'·-e-u-s-e.......·· ..-----....---.----11---+,-"<or·. 


land.measurement of radioact~_I~_-+I__ -.---.----".--+--....----.;...!-..---r--.'---~-i 
,· Chemistry of byproduct material I 

for medical use (not required for I 

I' 


I 
i.~,_5_.5_9_0)___.__.____ . -+-.__+1_.,__+-____ 

.- . .' 

Radiation biology 

.. L ---+--1 ~.---'-._! 
Total Hours of Training: I 

Ordering, receiving. and unpacking 
i radioactive materials safely and 

performing the related radialion 

surveys 


------+"'~ ..---____., ..___--L_____..,_._,___-+_____,. 
Performing Quality control 

procedures on Instruments used to 

determine the activity of dosages 

and performing checks for proper 
 I' 

i operation of su~~.c..y_m_e_te_r_s____L __M .".__+____ - __-'--___.. --.J 

I 



-----

NRC FORM 3134 lAUD) • U.S. NUCLEAR REGULATORY COMMISSION 

(3-20Q!1) AUTHORIZED USER 'rRAINING AND EXPERIENCE AND PRECEP~ OR ATTESTATION (continued) 

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

b. Supervised Work Experience. (continued) 

De5cription of E)(peri~nce ' : Location of Experience/Licerls~ or 
Must Include: Permit Number of Faoilit~ 

Calculating. measuring. and S8fe=+Y 0 ;Jes 

---.­

preparing patient or human research 
. i 0 No 

. 

subject dosages 
, " .. ­ . _~~____.,~__ --L.'__ "_-I-_" '---,' ­

Using administrative controls to , I 0 Yes 'I' 

prevent a medical event involving the 
, use of unsealed byproduct materia! 

' ! 

J 0 No 

~~~ procedure;'to contain ~p-i-lle-d--!-----'-'---'----III---" ye~T' .. 
byproduct material safely and using 
proper decontamination procedures I No 
---------...---- -+_______ ,'-,-____-L~_ ...- --r---,-----+-.I.-,---.. ­

Administering dosages of radioactive IlJ Yes 
drugs to patients or human research ~ 
subjects No 
1------------- --1--_.____ ---_ --+-__ -'-~--'--__" 
Eluting generator systems appropriate ! I

Yes
for the preparation of radioactive 

Idrugs 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 I 

SupervisIng Individual i Ucen~/Permit N~mber listing supervising individual as aniauthonzed user I 

f..·· ............................, ........................... , ....................... 
 ......................... 1 , .............................................................................. 


ISupervisor meets the requirements below. or equivalent Agreement Stat~ requirements (cheCk one). 

I 35.:90 35.~90 0 35~390 C :5.390. g.n~r+r e)tJ)erience In 35.290«)(1 )(ii)(G) 

C. For 35.590 only, provide documentation of training on use of the daVit. 

f-"'-'------_D=e=V=ic~e_-_'=~-.-..~~:I~~~-·"_.~-T~Y,-pe-Of-T-r-a-in·;n-g-_--_..~===:I~_-.L!~~~~~~L~o~c~a-t_i~~n~a-.~-.,_d=D=a=tes=~_~ 

...---1---- -----__M_+-+______________"' ~~--'-------., - __ 

~---.-,.-...-.....L__" .._____,_'___"_I__,____J 
I 

d. For 35.500 uses only. stop here. For 35.100 and 35.200 "'.'••klp tt and complete Po"" Preceplor
Attestation. 
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N"C FORM 313A lAUD) I U.S. NUCLEAR. "EGULATORY COMMISSION 

(""~091 AUTHORIZED USER TRAINING AND EXPERIENCE AND PRECEPTOR ATTESTATION (continued) 

PART 11- PRECEPTOR ATTESTATldN 

Note: This part must be completed by the individual's preceptor. The precepCor 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) i 


By checking the boxes below, the preceptor is attesting that the individLal 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 

[] I attest that has satisfactorily ompleted the requirements in 
Name of propOii~d Authol'llted u;;;- ­ l 

10 CFR 35.190(a)(1) and has achieved a level of competency suffi ient to function independently as an 
authorized user for the medical uses authorized under 10 CFR 35. roo. 

OR ' 


Training and Experience I 

, attest that 	 has satisfactorily completed the 60 hours of training and 

--III~~e of Proposed A~ihor1zed U~~r .-	 J 
experience. including a minimum of 8 hours of classroom and lab ratory training. required by 10 CFR 
35.190(C)(1), and has achieved a level of competency sufficient to unction independently as an 
authorized userforthe medical uses authorized under 10 CFR 35. 00. 

For 35.290 

Board Certification 

flll attest that "mit NewatlA, M.D. 	 has satisfactorily ompleted the requirements in 
." .. ---

NlIme Qf PropoIWd "utl'\Q~zed User I 
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 3SJ1 00 and 35.200. , 

OR 

Training and Experience 


o I attest that 	 has satisfactorilytcomPleted the 700 hours oftrainlng 
Name Of ProPOSed Au!horizeo USl!f 

and experience, including a minimum of 80 hours of classroom an laboratory training, required by 10 
CFR 35.290(c)(1). and has acl'lieved a level of competency sufficl~nt to function independently as an 
authorized user for the medical uses authorized under 10 CFR 35[100 and 35.200.-----.............-..-......•.••..-.....-.-.........~-.-----........~-....-..........•.-------.......~.-..
Second SectIon I 

Complete the following for preceptor attestation and Signature: : 

({ll meet the requirements below, or equivalent Agreement State reJuirements, as an authorized user for: 

CJ 35.190 0 35.290 0 	35.390 + ge~erator experience 

+----;-.,---...
Name of Preceptor Telephone Number IDate 

Mftrtin Be~ley. M.D. 
(302) 744-7062 JlIOJ12010 

Llcense/P@rmit Number/Facility Name 
07·14850-M IRllyhealth Mcdlu\ Center- Kent 



u.s. NUCL.EAR REGULATORY COMMISSION NRC FORM anA (AUOI 
(3.2000) 

AUTHORIZED USER TRAINING AND EXPERIENCE APPROVEO BY OMS: NO. 3160-0120 

AND PRECEPTOR ATTESTATION EXPIRES: 3/31/2012 

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

State or Territory Where l.lcensedNam@ of F>roposed Authorized User 
DelftwareKathleen M. Hughe~, M.D. 


-".", ..",.. ,.,----'---,-~.------.-----..------,,' ­
Requested Authorization(s) (check all that apply) 

[{] 35.100 Uptake, dilution, and excretion studies 

[{] 35.200 Imaging and localization studies 

o 35.500 Sealed sources for diagnosis (specify device _ ''" ________,----) 

PART I ~- TRAINING AND EXPERIENCE 
(Select one of the three methods below) 

• 	Training and Experience, including board certification, must have been obteined within the 7 years preceding 
the date of application or the indMduel 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 II 
Preceptor Attestation. 

o 2. Current 35.390 AuthorIzed User Seeking Additional 35.290 Authorization 

8. 	Authorized user on Materials License meeting 10 CFR 3,$.390 or equivalent Agreement 
-,",',"....,--- ­

State requirements seeking authorization for 35.290. 

b. 	 Supervised Work Experience. 
(If more than one supeNising IndIvidual is necessary to dOGum(mt supervised work experience, provide multiple 
copies of tllis section.) 

--------------.--...... ,,-.-,-------------,..,~ .----r-~----

------,----,,--_..--' ·,,~,·----,·--··-,-·--------------'-----..:..------I 

I Description of Experience Location of Experience/License or 
Permit Number of Facility

------------+----..~",'-. 
Clock 
Hours 

I Dates of 
"Experience­

i 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 pre~are labeled 
i radioactive drugs 

" I 

Total Hours of Experience: 
b--:-:---:---:::--:-:--:--------------------·~-~,·~---~-------___1
Superviiing Individual 	 iLicense/Permit Number listing supervising individual as anIauthorized user 

..•.........~.< .•• H •••••• ~•• U, _, ................. , •••••••••••••••••••••••••••••••••••• ,' ......................... i .......................... , .....................H ......... , ....... H ••••••••••••••• H ...... H •••••••• U •••• H.HUH.. 


Supervisor meets the requirements below. or equivalent Agreement State reqUirements (check alf that apply). 

D 35.290 35.390 + generator experience in 32.290(c)(1){iI)(G) 

NAC FORM 31M [AUO) 13-2001l) PRINTED ON RE:CYClSD PAPER 	 PAGEl 



NRC FORM 313A (AUD) U.S. NUCLEAFt REGULATORY COMMISSION 

(3.2009) AUTHORIZED USER TRAINING AND EXPERIENCE AND PRECEPTOR ATTESTATION (continued) 

o 3. Training and Exper!,nce for Proposed Authorized User 

a. Classroom and Laboratory Training. 

"". ·"'.·-----~I··"-----------------""""\" Clock Date. of 
Description of Training Location of Training Hours Training" 

, 
j 

_. ----_.. ----- .--+----'. ­I" .- ­
Radiation physics and 

instrumentation 


r-------..------..I-------.....-------...-----+j--.....--i----.- ­
R.adiation protection 

if-------------+----..--------.. .,-------+--"..----+----_--i! 

Mathematics pertaining to the use 

and measurement of radioactivity 


1------,--. -..--.----I----.....-------..~----__4---.....I_------l 

. Chemistry of byproduct material 

.for medical use (nor required for 
35.590) 

-- ...__._---------........_---------_........._---+-----!--._----/ 


R.adiation biology 

II------------~.--i .._______________.. ".-.II ____~_____ 

Total Hours of Training: 
... " .--.-•.----------------~••"-.---------_____...,,....---_ ___l 

b. Supervised Work Experience (completion of this table is not required for 35.590). 
(If more than one supefYising indMdual is necf:$$Sry to document supervised work expedenC6, 

provide multiple copies of this section.) 


1-'s_u_p_e_rv_i_s_ed_w_o_r_k_E_)(_p_e_rj_e_n_ce___--•."..~•.~ .•..___-_..•_"_~..__)L~_:..:.:_~__:...:...e~:..:...~:...:Z:..:...:O_f__...,.-___--r____ ~~~ 
Description of Experience I Location of Expertence/License or Dates of • 

_...... ... "._..._ '_" p_e_rm_it_N_u,_m_b_e_r_of_F_a_c_ili....:ty______-I-_c_o_nfi_rm__~..~~!~~neIUde: __.,'-'_ ..___ iE_xp...:....e_r_ie~.:~._ 
Ordering, receiving, and unpacking 

radioactive materials safely and DYes 

performing the related radiation 
 e Nosurveys 

jr.:-.-;--:----:-:-----:-------------___________._...I--___,,_._.-______1 

Performing quality control 
procedures on instruments used to I 0 Yes 

!determine the activity of dosages 

~~~r~:~~~~~;;~~;t~;~r~~,:~ .... L O__ 
i 
____--.JI____________________ N_O_....L 



--

I 

NRC FORM 313A(AUD) U.S. NUCLEAR REGUlA.TORV COMMISSION 
(3.2009) 

AUTHORIZED USER TRAINING AND EXPERIENCE AND PRECEPTOR ATTESTATION (continued) 

3. Training and Exeerience for Pro~O$ed Authorized User (continued) 

b. Supervised Work Experience. (continued) 
"''''~ ..,.,', ..",." ..' 

ription of Experience Location of E)~perience/Ucense or Dates of
Confirm

Must Include: Permit Number of Facility Experience" 
~ ..-.~ .. .......~.~ -_....
~ 

Calculating, measuring, and safely Yes 

preparing patient or human research 

subject dosage5 No 


-_ ....- .­
Using administrative controls to 
 i-~DYes 
prevent a medical event involving the 

use of unsealed byproduct materIal No 


.. ,.....,-­ a ..... ·.~ 

Using procedures to contain spilled Yes 

byproduct material safely and using 

proper decontamination procedures DNa 


.. ~ , ., ..._- ••............._­
Administering dosages of radioactive DYes 
drugs to patients or human research 
subjects DNo I 

_~H__" ""_,,..,,,,,H_ ".", , 

eluting generator systems appropriate .:=J Yesfor the preparation of radioactive 
drugs for imaging and localization No 
studies. measuring and testing the 

eluate for radionuclidic purity. and 

processing the eluate with reagent 
kits to prepare labeled radioactive 
drugs 

Supervising Individual License/Permit Number listing supervising individual as an 
authorized user 

"'U'"~''''''H·~·~''~••''.~~~'~*'''_U''''''' •• ____ ••~ ••.•••• H .... ~~ ••••• ~~ ......... * ...~ .........H ..............H••HJ ..~ .•. HO ..••• , .• "" ••.. " .. , _'.'." ,'," hi""", ., .•• " 
 ........ 
Supervisor meets the requirements below, or equivalent Agreement State requirements (check one). 

35.190 035.290 35,390 [J 35.390 + generator experience in 35.290(c)(1 )(ii)(G) 

'......- _H__
~' __._~_" 

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

-.,.... , . ...-.........,. 

Device Type of TraIning Location and Dates 

"t,", ,...' ••• _1------­

......... 

' .... 

d, For 35.500 uses only, stop here, For 35.100 and 35.200 uses, skip to and complete Part II Preceptor 
Attestation, 
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NRC FORM 313A lAUD) U.s. NUCLEAR REGULATORY COMMISSION 

(3-20tw) AUTHORIZED USER TRAINING AND EXPERIENCE AND PRECEPTOR ATTESTATION (continued) 

PART 11- PRECEPTOR ATTESTATION 
Note: This part must be completed by the individual's preceptor. ihe preceptor does not have to be the superviiing 

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 "genl~ral clinical competency." 

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

For 35.190 

Board Certification 

has satisfactorlly completed the requirements inI attest that 

Name or p~~~~ AUlhoriz8d U$¢r 


10 CFR 35.190(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. 

OR 

Training and Experience 

has satisfactorily completed the 60 hours of training and [J 1 attest that 

N;sme of P;~sed Authorized User 


experience, including a minimum of a hours of classroom and laboratory training I required by 10 CFR 
3S.190(c)(1), and has achieved a level of competency sufficient to functton independently as an 
authorized user for the medical uses authorized under 10 CFR 35.100. 

FQc35.290 

Bgs[d Certification 

[(] I attest that KAthleen M HURlies. M.D. has satisfactorily completed the requirements in 

Name of Proposed AuthQrlzed U&ilr 

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 


has satisfactorily completed the 700 hours of trainingI attest that 
N3me of Proposed AUlhol'l.tecl User 

and experience, including a minimum of 80 hours of classroom and laboratory training. required by 10 
CFR 35.290(c)(1). end 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: 

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

0 35.190 [l] 35.290 35.390 ... generator experience 

Name of Preceptor TerephOne Number IDat@ 

Martin Begley, M,D. y.'=V-1-_~SL"""':!:::S',..,_~_:::-_""".,.::::..._~)_7_44_"_70_6_1__ .,.~,~1/OlIl010
~=--------L~~~r-+ 

License/Permit NumberlFacility Nama 
07·J4!1S0-Gll Bayhtllith Mediul Center -Kiln 

I"AGE~ 


